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TITLE 5-ADMINISTRATIVE
PERSONNEL

Chapter I-Civil Service Commission

PART 6-ExcEPFIONS FRois THE
COIrPETI71VE SERVICE

DEPARTMENTS OF DEFENSE AND NAVY

Effective April 1, 1956, paragraph (k)
(1) (2) (3) is added to § 6.104 and para-
graph (a) (4) is added to § 6.106 as set
out below.

§ 6.104 Department of Defense. * * *
k) Entire Department (including the

Office of the Secretary of Defense and the
Departments of the Army, Navy, and Air
Force) (1) Until December 31, 1960,
professional positions in Military De-
pendent School Systems overseas.

(2) Until December 31, 1960, positions
m Attache Systems overseas.

(3) Until December 31, 1960, positions
of clerk-translator, translator, -and in-
terpreter overseas.

-§ 6.106 Department of the Navly-
(a) General. * * *

(4) Until December 31, 1960, positions
in the Saipan District.
(IL S. 1753, sec. 2, 22 Stat. 403; -5 U. S. C. 631.
633; .. 0. 10440, 18 F. IF. 1823, 3 CFR 1953
Supp.)

UNITED STATES CIVIL SnRv-
VICE COusnSON,

[SEAL] WMx. C. HULL,
Executive Assistant.

[. R. Doc. 55-10151; Filed, Dec. 19, 1955;
8:46 a. m.]

PART 6-ExCEPTIONS FROi TnE

COLIPTITIVE SERVICE

FEDERAL HOLMiLOA" BANK BOARD

Effective upon publication in the FED-
EnAL REGISTER, paragraph (b) of § 6.142
and paragraph (d) of § 6.342 are re-
voked, and §§ 6.157 and 6.357 are added
as set out below.

§ 6.157 Federal Home Loan Ban7;
Board. (a) One Secretary, Federal
Home LoanBank Board.

(b) One Director, Division of Exami-
nations.

(c) All temporary field positions in the
Federal Savings and Loan Insurance

This issue is divided into two parts,
Part 11 of whtch contains a repub-
lication of Title 21, Chapter I, of
the Code of Federal Regulations.

Corporation concerned with the work of
liquidating the assets of closed Insured
institutions, or the liquidation of loans or
.the handling of contributions to Instred
institutions and the purchase of as.ets
therefrom, and all temporary field posi-
tions of the Federal Savings and Loan
Insurance Corporation the work of which
is concerned with paying the depositors
of closed insured institutions.

§ 6.357 Federal Home Loan Banu:
Board. (a) One Assistant to the Board.

(b) One Director, Federal Home Loan
Bank Operations.

(c) One General Counsel.
(d) One Director, Division of Super-

vision.
(e) One Secretary to the Chairman of

the Board.
(f) Two Secretaries to Board Mem-

bers.
(g) One General Manager, Federal

Savings and Loan Insurance Corpora-
tion.

(h) One Deputy General lanager,
Federal Savings and Loan Insurance
Corporation.
(R. S. 1753, sec. 2,22 Stat. 403; 5 U. S. C. G31.
633; E. 0. 10440, 18 F. F.1 1823, 3 CFR 1053
Supp.)

UnIED STATES CIVIL SEnV-
ICE COMITiSsxOr;,

[sEAL] , Wm C. HULL,
Executive Assistant.

[F. n. Doe. 55-10149; Filed, Dc. 19, 1955;
8:40 a m.]

PART 6-EXCE--'Ois FnoZx THECorn'EP sv Srnvca

TREASURY D1rPART=NE T

Effective upon publication In the Fmn-
ERAL REGrsTER, paragraph (C) Is added
to § 6.203 as set out below.

§ 6.203 Treasurj De-partment. *
(c) Not to exceed two positions of

Accountant (Tax Specialist) at Grades
(Continued on p. 9503)
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GS-13 and above to serve as specialists
on the accounting analysis and treat-
ment of corporation taxes. Employ-
ments under this paragraph shall not
exceed a period of 18 months in any
individual case.
(R. S. 1753, sec. 2, 22 Stat. 403; 5 U. S. C. 631,
633; E. 0. 10-MO, 18 F. R. 1823, 3 CFR 1953
Supp.)

UNrITD STATES CIVIL SERV-
ICE COMl ISSION,

[SEAL] WLr. C. HULL,
Executive Assistant.

[F. P. Doe. 55-10150; Filed, Dec. 19, 1955;
8:46 a. m.]

PART 6--EXCEPTIONS FROLI THE
COLPETITIVE SERVICE

DEPARTLIENT OFSTATE; GOVERIIIENT
PRINTING OFICE

Effective upon publication in the FEn-
ERAL REGISTER, paragraph (a) of § 6.139
is revoked and paragraph (e) (4) of
§ 6.302 is amended as set out below.

§ 6.302 Department of State. * * *
(e) Office of the Assistant Secretary

for Economic Affairs. * * *
(4) One Special Assistant to the As-

sistant Secretary.
(R. S. 1753, see. 2, 22 Stat. 403; 5 U. S. C. 631,
633; E. 0. 10440, 18 P. R. 1823, 3 CFR 1953
Supp.)

UNITED STATES CIVIL SERV-
ICE COLT, SIOI,

[SEAL] WM. C. HULL,
Executive Assistant.

[F. R. Doe. 55-10152; r'led, Dec. 19, 1955;
8:47 a. m.]

PART 37-GRoup Ixru INSUANC
CESSATION AM CONVERSION OF InSURaNCE

COVERAGE
Section 37.5 W is amended as set out

below.
§ 37.5 Cessation and conversion of

insurance coverage. * * 0
(f) The insurance of an insured em-

ployee who enters on active duty in or
with the Army, Navy, Air Force, Marine
Corps, or Coast Guard of the United
States shall cease, subject to a 31-day
extension of life insurance coverage, on
the day preceding his entrance on such
active duty. For this purpose, the em-
ployee is considered as performing ac-
tive duty only if he enters or is called to
active military service for a specified
term or an indefinite period which is ex-
pected to exceed 15 days and is subject
to control by military authority for full-
time active military service.
(Sec. 11, 68 Stat. 742; 5 U. S. C. 2100)

UIMED STATES CIVIL SErV-
ICE COL LIISSION,

[si. ] W L C. HULL,
Executive Assistant.

IF. R. Doe. 55-10153; Filed, Dec. 19, 1955;
8:47 a m.]

FEDEAL REGISTER

TITLE 7-AGRICULTURE
Chapter IX-Agricultural Marketing

Service (Marketing Agreements and
Orders), Department of Agriculture

PART 914--NAvzL OnAcrs Gnowr7 11

ARIzonA Ai DzsIsiATrD PAIn oY'
CA=ORINIA

EXPENSES AND IIG OF MATE OF ASrSESS-
rx For 1955-50- FISCAL WI 111

On November 23, 1955, notice of pro-
posed rule making was published In the
Fr -AL REGISTER (20 F R. 8640) regard-
ing the expenses and rate of a=sesment
for the 1955-56 fiscal year under Mar-
keting Agreement No. 117, as amended,
and Order No. 14, as amended (19 F. R.
2941) regulating the handling of Navel
oranges grown in Arizona and designated
part of California, effective September
22, 1953, under the applicable provision,
of The Agricultural Marketing Agree-
ment Act of 1937, as amended (7 U. S. C.
601 et seq.) After consideration of all
relevant matters presented, including
the proposals set forth in the aforesaid
notice which were submitted by the
Navel Orange Administrative Committee
(established pursuant to the marketing
agreement and order), it is hereby found
and determined that:

§ 914.203 Expenses and ratc of as-
sessment for the 1955-56 fiscal year (a)
The expenses necessary to be Incurred by
the Navel Orange Administrative Com-
mittee, established pursuant to the pro-
visions of the aforesaid marketing agree-
ment and order, for Its maintenance and
functionmng during the period November
1, 1955, through October 31, 1050, will
amount to $156,832.83; and the rate of
assessment to be paid by each handler
who first handles oranges shall be seven
and one-half mills ($0.0075) per carton
of oranges handled by such handler as
the first handler thereof during the
1955-56 fiscal year. Such rate of ascss-
ment is hereby fixed as each such han-
dler's pro rata share of the aforesaid
expenses.

It is hereby further found that It is Im-
practicable and contrary to the public
interest to postpone the effective time
hereof until 30 days after publication in
the FEDERAL REGISTER (60 Stat. 237; 5
U. S. C. 1001 et seq.) in that (1) In ac-
cordance with the provisions of said mar-
keting agreement and order, the rate of
assessment Is applicable to all fre s
oranges handled during the aforesaid
fiscal year; (2) shipments of Navel
oranges are now being made; (3) the
provisions hereof do not impose any obl-
gations on a handler until such handler
handles Navel oranges; and (4) it is
essential that the specification of the
assessment rate be Issued immediately
so that the aforesaid assessments may
be collected and thereby enable the
Navel Orange Administrative Committee
to perform Its duties and functions in
accordance with said marketing agree-
ment and order.

As used In this section, "handle,"
*handler" "oranges,' and "fIscal year"
shall have the same meaning as is given
to each such term n said amended mar-

Lcting aurncmcnt and order; and "car-
ton" shall mean the standard one-half
oranme, grapefruit, or lemon box set
forth as Standard container number 53
in section 828.83, as amended, of the
Agricultural Code of California.
(Mcc. 5, 49 Stat. 'W3, a amended; 7 U. S. C.
LCDZ)

Dated: December 15, 1955.
IsrAL3 Roy V. LTIBArEso..,

Deputy Administrator.
IF. n. Doe. 55-.10183; Filed, Dnc. 19, 1n33;

8:53 a. m.)

TITLE 1 6-COPMAERCIAL
PRIACTICES

Chopoter [-Federal Trade Commission
[D=-et 6319]

PA11T 13--Dion or' CEASE Armh Dzsis

ADLURAL CORP.

Subpart-Advcrt ismg faTsely or mis-
Icadingl: § 13.20 Comparative data or
merits; § 13.230 Size or wezgnt. Sub-
part-Misrepnresenting oneself and
goods-goods: § 13.1575 Comp:zratire
data or merits; E 13.1743 Size or wezghVt
(SEe. 6, 33 Stat. '721; 15 U. S. C. 46. Inter-
pret or opply ce. 5, 33 Stat. 719, a, amended;
13 U. S. C. 45) [Cec=e and dc-Lt order, Ad-
miral Corporation, Chlcao. Ill., D7c c5
(319, D -cmbar 3. 1935]

This proceeding was heard by Earl
J. Kolb, hearing examiner, upon the
complaint of the Commisson-winch
charged a corporate manufacturer of
television sets with representing falsely
by radio and tele,ision broadcasts, ad-
vertisements in magazines, newspapers,
etc., and advertising material furnished
to Its distributors, that the screen are-
of Its television sets which vere equipped
with Its Giant 21" picture tube was 20
percent larger than that of its competi-
tors' television sets likewise equipped-
and an agreement between the parties
providing for the entry of a conent
order.

Upon this basis, the hearing exammer
made his initial decision and order to
cease and desist, which by the Commis-
son's order of December 2,1955, became,
onDecember 3, 1955, the "Decision of the
Commission!"

The order to cease and desist is as
follows:

Zt is ordered, That respondent, Ad-
mir! Corporation, a corporation, and
its officers, agents, representatives, and
employee, directly or through any cor-
porate or other device, in connection
with the offering for sale, sale, or distri-
bution of television sets in commerce,
do forthwith cease and desist from: Mais-
representing directly or by implication
the screen area of its television sets as
compared with the screen area of its
competitors' television sets.

By said "Decision of the CommIssion"
report of compliance was required as
follows:

1New.



RULES AND REGULATIONS

It is ordered, That the respondent
herein shall within sixty (60) days after
service upon it of this order, file -with
the Commission a report in writing
setting forth in detail the manner and
form in which it has omplied with the
order to cease :and desist.

Issued: December 2, 1955.
By the Commission.
[SEAL] ROBERT M. PARRISM,

Secretary.
[F. R. Dec, 55-10140; Filed, Dec. 19, 1955;

8:45a. im.]

TITLE 20-EMPLOYEES'
BENEFITS

Chapter ll-Bureau of Old-Age and
Survivors Insurance, Social Security
Administration, Department of
Health, Education, and Welfare

[Reg. 1, Further Amended]

PART 401-DISCLOSURE OF OFFICIAL
RECORDS AND INFORMATION

ENFORCEMENT 'OF IMITIGRATION AND
NATIONALITY ACT

On October 5, 1955, there was pub-
lished in the FEDERAL REGISTER (20 F R.
7398) a notice of proposed rule making
incorporating the requirements of section
290 (c) of the Immigration and Nation-
elity Act into a proposed amendment to
Social Security Administration Regula-
tion No. 1, as amended '(20 CFR 401.1
et seq.Y Interested persons -were there-
by given opportunity to -present their
data, views and arguments relative to
such proposed amendment within 30
days from the date of such publication.

Expressions of views and objections to
the proposed amendment have been re-
ceived pursuant to this notice, and due
consideration has been given them. Th
proposed amendment, however, is based
upon the -provision of section 290 (o) of
the Immigration and 'Nationality Act
which requires the Secretary of Health,
Education, und Welfare to disclose cer-
tain information, and merely terves.the
purpose of incorporating the statutory
requirement -nto the regulation so that
the regulation will fully set forth all
circumstances under 'which information
contained in ,old-age and survivors in-
surance records is released. Conse-
quently, it is decided that the regulation
shall be amended substantially in ac-
cordance with the notice of proposed
rule making.

Section 401.3 of Regulation-No. 1, as
amended (20 CFR 401.3) is, accordingly,
further amended by adding thereto a
new paragraph (p) reading:

§ 401.3 Informration- which -may be
disclosed and ito -whom. Disclosure of
any such file, Tecord, xeport or other
paper, or information, is hereby author-
ized in the following cases and for the
following purposes.

(p) Pursuant to the provisions of sec-
tion 290 (c) of the Immigration and Na-
tionality Act, to any officer or employee
of the Department of Justice of the
United States lawfully charged.with the

administration of title II of such act
available information required to be
furnished by such section, for the pur-
pose of such administration only, upon
written request of the Attorney General
of the United States or of an official of
the Department of Justice duly author-
ized by him to make Such request.
(Sees. 205, 1102, 49 Stat. 624, 647 as amended;
42 U. S. 0. 405, 1302. Interprets or applies
sec. 1106, 53 Stat. :1398, as amended; 42
U. S. C 1306)

[SEAL] CHARLES I. SCHOTTLAND,
Commsszoner oJ Social Security.

Approved: December 14, 1955.
M. 13. FOLSOM,

Secretary of Health, Education,
and Welfare.

IF. R. Doe. 55-10155; iled, Dec. 19, 1955;
8:47,a. m.]

'TITLE 21-FOOD AND DRUGS
Chapter I-Food and Drug Admin-

.istration, Department of Health,
Education, and Welfare

REPUBLICATION OF REGULATIONS
-CROSS REFERENCE: For republication of

the regulations of the Food and Drug Ad-
ministration, -ee Part II Of this issue.

Chapter Il-Bureau of Narcotics,
Department of the Treasury

REDESIGNATION OF PuRTS
EDITOIAL NOTE: Parts 201, 202, 203,

204, and 205 of this chapter are redesig-
mated Parts 301, 302, 303,'304, and 305,
respectively.

TITLE 38---PENSIONS, BONUSES,
AND VETERANS' RELIEF

Chapter I-Veterans Administration
PART 14-LEGAL SERVICES, GENERAL

COUNSEL

MISCELLANEOUS AMENDMENTS
1. Section 14.627 is revised to read as

follows:
§ 14.627 Accredited representatives.

Recognized organizations shall file with
the Veterans Administration on the pre-
scribed form furnished by the Veterans
Administration (VA Form 2-21, Recom-
mendation for Accreditation of Reprea
sentative of an Organization) the name
Of any person whom they desire recog-
auzed as accredited repiresentative
thereof. -In recommending a person for
xecognition as a representative, the or-
.ganization, through its appropriate of-
fricer, shall certify to the following. (1)
.That the designee is a citizen of the
*United States, of good -character and
reputation, that he is qualified by ability
and experience to present claims, that he
is a member of such organization ingood
-standing, or a full-time, paid employee
thereof; and that the major portion of
his time will be devoted to the prepara-
tion or presentation of claims for that

organization or other organizations to
which he may be accredited or that he Is
a national officer of the organization re-
questing accreditation; (2) whether ac-
credited to. any other recognized organ-
izations, and, if so, the name or names
thereof; (3) that he is not now em-
ployed in any civil or military depart-
ment or agency of the United States and
was or was not so employed within 2
years next preceding the date of recom-
mendation for accreditation; (4) if a
veteran, the nature of his discharge or
separation from the active service.
Recommendations for accreditation of
representatives of national service or-
ganizations will be accepted only if ap-
proved by the national certifying officer
of such organization; those of State
organizations only if approved by the
director or higher officer of the organiza-
tion.

(a) The recommendation for accredi-
tation (VA Form 2-21) executed by a
national organization or by a recognized
State organization will be filed with the
Office of the General Counsel. A recom-
mendation received in Central Office may
be sent to the appropriate regional office,
if necessary, to secure sufficient facts to
justify a determination whether the
designee is qualified. The report of the
Chief Attorney, including the recommen-
dation, if any, of the Manager, together
with VA Form 2-21 will be transmitted to
the General Counsel, who will approve or
disapprove the recommendation. If the
designee is approved, IM 2-3, Notice to
Designee of Recognition, will be issued
by the General Counsel.

(b) Letters of recognition (FL 2-3) or
card issued by the General Counsel (VA
Form 2-3192, Service Organization Rep-
resentative Identification Card) will
constitute authorization for the recogni-
tion of accredited representatives desig-
nated therein, in all offices (including
hospitals and domiciliaries) of the Vet-
erans Administration. Record will be
maintained in the office of the General
Counsel of all recognitions issued.

(c) Recognition of an accredited top-
resentative will be canceled at the r-
quest of the organization. A manager
may suspend recognition in any case for
-cause, sending a report to Central Office,
-attention of the General Counsel, for
final determination.

(d) An information bulletin will be
issued monthly by the office of the Gen-
eral Counsel listing all new accred-
itations and cancellations. This will
-constitute notice to all concerned on this
-subject.

2. In § 14.629 paragraphs (a), (b), and
(d) are amended to read as follows:

§ 14.629 Recognition o1 attorneys and
agents. (a) Claim agents will be
granted recognition and certified by the
office of the General Counsel upon satis-
factory evidence of qualification, includ-
ing good reputation and knowledge of
applicable law and procedure. Upon
presentation to the General Counsel of
a properly executed application on the
form prescribed by the Administrator,
VA Form 3187, Application for xecogili-
'tion as Agent, any competent person of
good moral character and of good rbputo

9504
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who is a citizen of the United States, or
who has declared his intention to become
such a citizen, and who is not engaged
in the practiae of law may be recognized
as an agent to represent claimants before
the Veterans Administration, if his
recognition is not precluded by any
statutory or regulatory provision and he
has never been convicted, whether on
trial or plea, of a serious penal offense,
or of any violation of any penal provi-
sions respecting fees. Applicants for
recognition as agents may be required
to prove their fitness to render sub-
stantial service by undergoing a written
examination testing their knowledge of
the laws admnistered by the Veterans
Administration and regulations promul-
gated thereunder.

(b) Recognition of attorneys may be
granted by a chief Attorney or by the
General Counsel. Any member in good
standing of the bar of a State, territory,
or possession of the United States, or of
the bar of the District of Columbia,
wherein he resides or maintains a law
office, who is a citizen of the United
States or who has declared his intention
to become such a citizen, may apply for
recognition as attorney on VA Form 2-
3186,. Application for Recognition as
Attorney. Such attorney will be pre-
sumed to have such knowledge of the
law and regulations as to qualify him
to render substantial service. If his
recognition is not precluded by any
statutory or regulatory provision, and he
has never been convicted, whether on
trial or plea, of asenous penal offense, or
of any violation of any penal provisions
respecting fees, his application will be
approved and he will be notified by letter.
Any duly recognized attorney will be ac-
corded recognition in any case by Central
Office or by any other office of the Vet-
erans Administration, including hospi-
tals and domicilianes, to which he pre-
sents a duly certified or attested copy of
his notification of recognition as attor-
ney or VA Form 2-3192a, Identification
Card, together with the original or ex-
emplified copy of power of attorney.
(See § 14.639 as to recognition in indi-
vidual cases.) VA Form 2-3192a, Identi-
fication Chrd, will be issued only by the
General Counsel

(d) Any cause considered sufficient to
reject the application of an attorney or
agent or to cancel recognition previously
granted will be reported by the Chief
Attorney to the General Counsel for final
determination. Recognition shall be
canceled automatically if an attorney or
agent s convicted of charging illegal fees
contrary to the provisions of the Federal
Statutes (38 U. S. C. 101-103, 551, or
similar provision) There shall also be
applied the provisions of section 6 (a),
Public Law 404, 79th Congress (Admin-
istrative Procedure Act), (5 U. S. C.
1005)

3. Sections 14.631 and 14.633 are re-
voked:

§ 14.631 Knowledge of laws. [Re-
voked.]

§ 14.633 Agents; requirements for
recognition. [Revoked.3
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4. Section 14.634 Is revised to read ns
follows:

§ 14.634 Recognition of attornclis by
fleld stations. When the Chief Attorney
approves an application for recognition
as an attorney, he will notify the attorney
by letter and inform him that VA Form
2-3192a, Identification Card, will be Is-
sued by the General Counsel. The ap-
proved application will be retained In
the files of the approving office. A 3 % 5
card will be prepared showing the attor-
ney's name, address, and date of recog-
nition. A copy of this card will be for-
%varded to the office of the General
Counsel for record and Issuance of VA
Form 2-3192a, Identification Card, and
to any other office in which the attorney
requests that his recognition be recorded.
When an attorney has been recognized by
the General Counsel, no copy of the 3 x 5
card will be sent to any office unles the
attorney specifically requests that his
recognition be recorded in a certain
office.
(See. 5, 43 Stat. 0, as amended, ree. 2, '40
Stat. 1016, rcc. 7, 48 Stat. 9; 38 U. S. 0. 11a,
426, 707. Interpret or apply ccez. 100-203,
49 Stat. 2031, as amended, 2032; 36 U. Z. C.
101-104)

This regulation Is effective December
20,1955.

[sr]Ll J. C. PA=Ra ,
Assistant Deputy Administrator.

[r. R. Dcc. 65-10101; Filed, De. 19, 10U3;
8:49 a.in

PART 17-=uDDicAL
MUSeELLAIEOUS A r=D =r;7S

1. Section 1'1.30 Is revised to read as
follows:

§ 17.30 Refusal of treatment by un-
necessarily brealang appointments. A
patient under outpatient medical treat-
ment who breaks an appointment with-
out a reasonable excuse for such action,
will be informed that a repetition of the
offense will be deemed to be a refusal
of Government treatment. If such
patient breaks a second appointment,
without at least 24 hours' notice, or a
reasonable excuse, It will be deemed that
he has refused Government treatment.
Thereafter no further treatment will be
furnished until he has made a specific
formal application therefor and has sat-
isfactorily evinced a willingness to accept
Government treatment and to cooperate
with the Government agency providing
the treatment, by keeping his appoint-
ments, or by giving at least 24 hours'
notice where an appointment must nec-
essarily be broken. Where an appoint-
ment is broken without notice and
satisfactory reasons are shown for the
breaking of the appolntment and it Is
also satisfactorily shown that circum-
stances attending the breaking of the
appointment were such that notice could
not be given, the patient will not be
deemed to have refused treatment.
Nothing in this section will be construed
to prevent a patient from receiving the
benefit of treatment for an emergencq,
condition that may arse during the tiqo
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when he has been determined to be "Not
entitled to treatment," as a result of
refusaL

2. In '7.60, that pirtion of para-
graph (a) preceding subparagraph (1)
Is amended to read as follows:

§ 17.60 Outpatient treatment. (a)
Outpatient treatment, medical or dental,
including necessary medicines, prosthetic
appliances, and other supplies, may be
rendered to the following applicants
under the conditions stated, except that
applicants for dental treatment as de-
fined in subparagraphs (1), (3) (4)
and (9), of this paragraph, must also
meet t h e applicable provisions of
§ 17.123:

3. In § 17.120, pragraph (a) is
amended to read as follows:

§ 17.120 Authorfzation of dental ex-
aminatfons. 0*

(a) These having a dental disability
adjudicated as incurred or aggravated in
military or naval service in war or peace-
time, or those requiring examination to
determine whether the dental disability
is service-connected. The word "peace-
time" as used In this paragraph does not
include service on or after June 27, 1959,
and prior to February 1, 1955.

4. Sections 17.123, 17.124, and 17.129
are revised to read as follows:

§ 17.123 AuthorIzatiobn of outpatiert
dental treatment. Outpatient dental
treatment may be authorized by the
chief, dental srvice, or his professional
deslgnee, for beneficiaries defined in
§ 17.60 (a) (1) to (5), inclusive, (8) (9)
and (b), to the extent prescribed and in
accordance with the applicable classifi-
cation and provisions set forth in this
section:

(a) Class I. Those having a service-
connected compensable dental disability
or condition, may be authorized any
dental treatment indicated as reasonably
nece zary to maintain oral health and
masticatory function. There is no time
limitation for making application for
treatment and no restriction as to the
number of repeat episodes of treatment.

(b) Class II. Those having a service-
connected noncompensable dental con-
diltion or disability shown to have been
in existence at time of discharge or re-
lease from active service may be au-
thorized any treatment indicated as
reasonably necessary for the one-time
correction of the service-connected
noncompensable dental disability or con-
dition, but only if application for treat-
ment Is made within 1 year after
discharge or releae, or by December 31,
1954. 'When the services rendered on
a one-time basis, as provided in this
class, are found unacceptable within the
limitations of good professional stand-
ards, such additional services may be
afforded as are required to complete
profe-ssonally acceptable treatment.
The fore-going limitations in this class II
as to existence of disability at time of
separation from service, time of filing
claim, and one-time completion of treat-
ment are not applicable to Classes II (a),
and (b).
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'(c) Class II '(a) Those -having a
service-connected -noncompensable den-
tal condition or disability adjudicated
as resulting from combat 'wounds 'or
service trauma may be authorized any
treatment indicated as reasonably neces-
sary for the correction of such .service-
connected noncompensable condition or
disability.

(d) Class II (b)' Those Ihaving a
service-connected noncompensable den-
tal condition or disability and former
prisoner of war status may be author-
ized 'ny treatment Indicated as reason-
ably necessary for the -correction of 'such
service-connected dental condition or
disability.

(e) Class II. Those having u dental
condition not service connected but pro-
fessionally determined -to be ,aggravating
disability from an assdciated service-
connected condition or disability may be
authorized dental treatment for only
-those dental -conditioris which, in *sound
professional judgment, are having a di-
rect and material detrimental effect upon
the associated basic condition or dis-
.ability.

-(f) NoClassIV
(g) Class V. Those pursuing a course

of vocational training -authorized under
Public Law 16,78th Congress, as amended
and extended, may be authorized dental
treatment indicated as reasonably nec-
essary to prevent the interruption of an
authorized course of vocational training.

(h) Class VI. Those who served in
the active military or naval forces dur-
ing the Spanish-American War, Philip-
pine Insurrection, or Boxer Rebellion,
may be authorized any dental treatment
indicated as reasonably necessary to
maintain oral health and masticatory
function. There is no time limit for
making application for treatment and
no restriction as to the number of repeat
-episodes of treatment.

§ 17.124 Emergency dental treatment.
Emergency dental treatment may'be fur-
Mished persons hospitalized or receiving
domiciliary care -pursuant to the provi-
sions of §§ 17.35, 17.45 to 17.47, inclusive;
Veterans Administration employees; and
persons defined in § 17.60,when eligibility
;therefor has been established or there is
1prima facie evidence , of eligibility.
Emergency dental treatment may be fur-
'nished for humanitarian reasons m Vet-
erans Administration climes for persons
mot otherwise eligible. However, in pro-
viding emergency dental treatment for
hiumanitarian reasons, a rigid mterpre-
tation -of emergency dental treatment as
-defined in this section will be followed
and charges at prescribed rates will be
'made 'for the services rendered. Emer-
gency dental treatment will be restricted
to the alleviationof pam or extreme dis-
comfort, or the adequate remediation of
a dental condition which' is determined
to be immediately endangering the life
or health of the individual. The ren-
dering of such emergency treatment will
not, in itself, entitle the applicant to fur-
ther dental treatment that may be in-
dicated unless and until eligibility for
such continuous treatment is duly deter-
mined. Emergency xental treatment
rendered on a fee basis 'may only be au-
thorized if eligibility therefor 'has been
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established under the provisions of § 17.-
;123; if Veterans Administration clinical
-facilities vere-not feasibly available; 'and
1f the treatment xendei'ed on an emer-
gency basis is promptly reported.

§ 17.129 Dental services for hosvital
patients and domiciled members. Per-
sons hospitalized or domiciled pursuant
to the provisions of §§ 17.46 and 17.47,
will be furnished such dental services as
are professionally determined necessary
to the patients' or members' overall hos-
pital or domiciliary care.

5. Sedtion 17.135 Replacement of den-
tal prosthesis is revoked.
TSec. 5, 43 Stat. WS, -as amended, sec. 2, 46
Stat. 1016, sec. -'48 Stat. 9; 38 U. S. C. Ila,
426, *707. 'Interpret or apply secs. 1, 6, 48
Btat. '9, S01, 3 -Stat. 652, as amended; 38
U.S. 0.106,7 06a)

This regulation is effective December
20, 1955.

,[SEAL] J. C. PALMER,
AsststatntDeputy Administrator.

[F. R. Dc. 25-A0160; MFled, Dec. 19, 1955;
.8:49 a. in.]

TITLE 43-PUBLIC LANDS:
INTERIOR

Chapter I-Bureau of Land Manage-
bnent, Department of the Interior

Appendix-Public Land 'Orders
[Publlc Land Order 12611

.[Misc. 29637]

UTA3
WITHDRAWING PUBLIC LANDS FOR USE OF

GEOLOGICAL SURVEY AS SEDIMENT TESTING
I.ABORATORY SITE

By virtue of the authority vested in the
President and pursuant -to Executive Or-
der No. 10355 of May 26, 1952, it is or-
.dered as follows:

Subject to valid existing rights, the fol-
lowing-described public lands in Utah
nre lhereby withdrawn from all forms of

appropriation under the public-land
laws, including the mining and mineral-
leasing laws, and reserved under the ju-
risdiction of the Department of the nte-
rior for use of the Geological Survey an
a site for a sediment testing laboratory,

SALT LTACE MMIAN(
T. 34 S.. R. 13 E.,

'Sec. 35,.S /S NEE/4 N'E 4 ,
Sec. 36, lot 1.

The areas described aggregate 44.99
acres.

The use of the lands by the Geologloal
Survey shall be subject to existing with-
drawals for power purposes, and to the
condition that should the lands be re-
quired for power purposes, any structures
placed tlereon which interfere there-
,with will be removed by the Geological
Survey.

This order shall take precedence over
but not otherwise affect the Departmen-
tal order of May 7, 1935, establishing
Utah Grazing District No. 5.

WESLEY A. D'EwART,
Assistant Secretary of the Interior

DzEcEzmis14, 1955.
[P. R. Doc. 55-10139: Plled, Do0. 10, 105s;

8:45 n. m.]

TITLE 39-POSTAL SERVICE
Chapter I-Post Office Department

PART 41--SERvIcE IN POST OFFICrES
POST OFFICE BOXES

In § 41.3 Post office boxes make the
following changes:

1. Amend paragraph (c) to read as
follows:

(c) Rental rates-(1) Post office. Box
rent rates are based on the gross receipts
of the office for the calendar year.

(2) Rates. No change In existing
.rates will be made by postmasters with-
,out authority from the Bureau of Fi-
nance, Division of Postal Funds.

(3) Schedule.

1ato per quarter

Call boxes-Slze No. Lock boxes and drnwers--lzo No.

Gross receipts of post office 1 1 .. 2 , 5

Cuble Inch capacity Cubic Inch capacity

To225 225to£00 To 225 225 to- 5 00to- 00 to- 3,000and

'To $1,500 --...---------------------- 0.15 $0.20 $0.35 o $0. 0.O5 to0 $1.10
1,500t.. ......... .20 .0 .0 .65 .Vo 1.10 i1, o

S8,00 -o- .35 .00 .75 1.00 1.35 2.00 2,70
$40,000 to ----------- .. 65 .00 1.10 1.50 2.25 3.00 4,O

1$I00,000 to - --------- - ... 90 1.10 2.50 '2-25 .3.0 4. 0 C.00
.-$300,00o 1.10 1.50 2.25 3.00 4.50 .00 7.tO
.$,00o,000 to - ....... .0 2:25 3.00 4.50 6.00 7.00 9100
S.5,000,000 tO ------ -- 2.25 a-,o 4.50 0.00 7.50 0.00 10, to
B15,000;000 nd 3.00 4.50 .00 7.00 0.00 10.0 12.00

2. Amend Iaragraph (f) to read as (2) Additional. Keys in excess of two
follows: 'may be secured by a patron upon comple-

(f) Keys-C() Regular A patron tion of Form 1094 (application for addi-
renting a key-lock box must be supplied -tional keys to post office box) and pay-
with one or two keys, according to his ment of a 50 cents fee for each key.
-needs. Renters ,of lock boxes are not (3) Duplicate. Duplicates of lost keya
permitted to use any keys except those may be secured by payment of a 50 cents
issued through the post office. fee for each key.
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(4) Fees not refundable. Fees for
duplicate and additional keys are not
refundable.

(5) Worn and broken. Worn or
,broken keys shall be replaced without
charge if the damaged key is surrendered.

(6) Return. All keys must be re-
turned when the box is surrendered. If
the patron has lost a regular key, he
must pay a fee of 50 cents for each niss-
ing key.
(R. S. 161, 396; sees. 304, 309, 42 Stat. 24, 25;
5 U. S. C. 22, 369)

[SEAL] ABE MCGREGOR GOFF,
The Solicitor

IF. 1I. Doc. 55-10142; Filed, Dec. 19, 1955;
8:45 a. m.]

TITLE 45-PUBLIC WELFARE
Chapter V-Foreign Claims Settle-

ment Commission of the United
States

Subchapter C-Receipt, Administration and
Payment of Claims Under the Intemational
Claims Settlement Act of 1949, as Amended

PART 531-E IG OF CLAIMS AND
PRocEDuREs THEREFOR

PRESETTLESIENT CONFERENCE

Section 531.7 is added to read as fol-
lows:

§ 531.7 Presettlement conference.
The Commission on its own initiative or
upon the application of a claimant for
good cause shown, may direct that a
presettlement conference be held with
respect to any issue involved in a claim.

This addition shall become effective
as of the date of filing with the FEDEAL
REGISTER.

DEPARTMENT OF AGRICULTURE
Agricultural Marketing Service

[7 CFR Part 908 ]
[Docket No. AO-243-A1]

MILK IN CENTRAL ARKANSAS NAKETING
AREA

NOTICE OF RECOMnMENDED DECISION AND
OPPORTUNITY TO FILE WRITTEN EXCEP-
TIONS THERETO TH RESPECT TO PRO-
POSED MARKETING AGREELIENT AND
PROPOSED AIENDIENTS TO ORDER

Pursuant to the provisions of the
Agricultural Marketing Agreement Act
of 1937, as amended (7 U. S. C. 601 et
seq.) and the applicable rules of prac-
tice and procedure, as amended, govern-
ing proceedings to formulate marketing
agreements and marketing orders (7
CER Part 900) notice is hereby given
of the filing with the Hearing Clerk of
the recommended decision of the Deputy
Administrator, Agricultural Marketing
Service, United States Department of
Agriculture, with respect to proposed
amendments to the tentative marketing
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(Sec. 3, G4 StMat. 13, as amended; 22 U. S. C.
1622)

WHinTUE GILLILLmND,
Chawman, Foreign Claims Set-

tlement Commission of the
United States.

[F. n. Doc. 55-10141; Fled. Dcc. 19, 1035;
8:45 a. m.]

TITLE 47-TELECOMMUNI-
CATION

Chapter I-Federal Communications
Commission

[Rules Amdt. 18-9]

PART 18---DUsTfmlIA, Sciuric, Aim
MEDICAL SERVICE

MISCELLANEOUS AMWEIMEh"Z

In the matter of amendment of Part
18 of the Commission's rules and renula-
tions governing the Industrial, Scientific,
and Medical Service.

The Commission's order in the above-
entitled matter, adopted September 12.
1955 (FCC 55-929) published in the
FEDERAL REGISTER September 16, 1955, at
page 6927, is corrected in the following
respect: In § 18.14 (b) (1) change 35
percent to 70 percent.

Released: December 14, 1955.

FEDERAL COM=UIlTCATIONS
CormnciIOZ,

[SEAL] MAnY JANE Monors,
Sccrctary.

(Sec. 4. 48 Stat. 1066, as amended; 47 U. S. C.
154. Inteprets or appile: ccc. 303, 43 Stat.
1082, as amended; 47 U. S. C. 303)

ip. R. DoC. 55-10162; FIled, Dec. 10, 105;
8:49 a. in.]

agreement and to the order, regulating
the handling of milk in the Central
Arkansas marketing area.

Interested parties may file written ex-
ceptions to the decision with the Hearing
Clerk, United States Department of
Agriculture, Washington 25, D. C., not
later than the close of business on the
5th day after publication of this deci-
sion In the FEDERAL REGISTER. E.Xcep-
tions should be filed in quadruplicate.

Preliminary statement. The hearing
on the record of which the proposed
amendment to the tentative marketing
agreement and to the order was formu-
lated was conducted at Little Rock,
Arkansas, on November 22, 1955, pur-
suant to notice thereof which was Isued
on November 15, 1955 (20 F. R. 8547).

The material Issues of the hearing
relate to:

(1) The pricing of Class I milk; and
(2) The need for emergency action

with respect to Issue No. 1.
Findings and conclusions. The order

should be amended to correlate Cls I
price changes in the Central Arkansas
marketing area with those resulting un-
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der Order No. 5? regulatlng the handling
of milk in the Memphis, Tennes.ee,
market area.

The pricin- provisions of the Central
Arkansas Order No. 8 became effective
December 1, 1955. Class I prices under
the Central Arkansas and Memphi or-
ders are established by adding identical
differentials to basic prices for manufac-
turing milk. The monthly price result-
ing from the price formula under the
Memphis order, however, is subject to
an adJustment based on the relation-
ship of Class I mles to receipts of pro-
ducer milk under that order. During
the months of July through November,
1955, an average of 19 cents was added
to the Class I price by the operation of
this supply-demand adjustment. No ad-
justment resulted in prices for the
months of May and June or for Dacem-
ber of this year. Thus, the Class I prices
under the two orders are the same for
the month of December.

Starting in April of 1955 and con-
tinuing until the pricing provisions of
the Central Arkansas order became ef-
fective (December 1, 1955) the Central
Arkansas 1ilk Producers Association had
an arrangement with the principal han-
dlers of the Central Arkansas marketing
area to furnish their total milk reqire-
ments at the class prices prevailing un-
der the M.¢emphis order. Thus, in effect
the order continues the pricing arrange-
ment negotiated by producers and han-
dlers prior to the effective date of the
order.

Under the assoclatlon's full supply
agrecment with the handlers, It was nec-
e.zary for the asoclation to import Milk
from outside sources starting in July.
During the months of shortes supply
namely September and October, L6 and
2.1 million pounds of milk, respectively,
were furnished from outside sources.

The Central Arkansas Milk Producer's
proposal would provide for an automatic
adjustment of the Class I price of the
Central Arkansas order based upon the
supply-demand adjustment provided m
the Class I pricing provisions of the
Memphis order.

On the basis of the present deficit con-
dition of the market and increasing costs
of production, producers contended at
the hearing that the Class I price under
the Central Arkansas order should be
increased 20 to 30 cents per hundred-
weight. They further argued that this
should be accomplished either through
an increase in the Class I price differ-
entials or through a supply-demand
provision Identical to that contained in
the Memphis order but by the applica-
tion of the receipts and utilization of
milk in the Central Arkansas marketing
area.

Neither this record nor the promulga-
tion hearing record contains data which
fully reflect the receipts and sales of
fluid milk in the Central Arkansas area.
It is not possible to develop a "normal"
or "standard" relationship of -ales to re-
ceipts. The evidence does not indicate
that the adoption of the Memphis sup-
ply-demand relationship In the Central
Arkansas order is justified. Further-
more, It is not possible to appraise the
production responses which can be ex-

PROPOSED RULE MAKING



9508

pected under an order with the present
pricing arrangement.

It was previously doncluded In the..
Secretary's decision of October 7, 1955,
(20 F R. 7669) with respect to the pro-
posed order for the Central Arkansas
marketing area, that because the previ-
ous price and supply history of the mar-
ket could not be fully relied upon, it was
not possible to arrive at an appropriate
Class I price for this area on the basis
of local experience alone. It was fur-
.ther concluded, that because of the large
degree of sales competition, the location
of the Central Arkansas market in rela-
tion to the Memphis market and the
relationship of both markets to other
supply and sales areas, the'stated Class I
differentials in the Memphis and the
Central Arkansas orders should 'be the
same. The record evidence of the price
and supply experience m, this market
since the promulgation hearing was held
shows an even closer relationship be-
tween these two markets. Class I prices,
as previously indicated heretofore, have
been the same during the past several
months. It is concluded, therefore, that
for the immediate future Class I prices
in the two markets should be the same.

This should be accomplished by pro-
viding that through March of 1957 the
Class I price for the Central Arkansas
marketing area shall be the same as the
Class I price resulting under the
Memphis Order No. 18 including any
adjustments resulting from the supply-
demand adjustment of that order. Suf-

"flcient experience and marketing .datn
will be available by March of 1957 to
provide a basis for a more complete
appraisal of the pricing arrangement for
the Central Arkansas marketing area.

In view of the~fact that Class I prices
are identical under both the Memphis
and Central Arkansas orders for the
month of December 1955 and no sub-
stantial differences in prices between the
two markets, which would be avoided
through the attached decision, are indi-
cated in the near future, there appears
to be no need for emergency action as re-
quested bn the record of hearing.

General findings. (a) The proposed
marketing agreement and the order as
hereby proposed to be amended, and all
of the terms and conditions thereof will
tend to effectuate the declared policy of
the act;

(b) The parity pricds of milk as deter-
mined pursuant to section 2 of the act
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are not reasonable in view of the price
of feeds, available supplies of feeds and
other economic conditions which affect
market supply and demand for milk in
the marketing area, and the minimum
prices specified in the proposed market-
ing agreement and the order, as hereby
proposed to be amended, are such prices
as will reflect the aforesaid factors, in-
sure a sufficient quantity of pure and
wholesome milk and be in the public
intqrest; and

(c) The proposed order, as hereby
proposed to be amended, will regulate
the handling of milk in the same man-
ner as and will be applicable only to
persons in the respective classes of indus-
trial and commercial activity specified in
a marketing agreement upon which a
hearing has been held.

Rulings on proposed findings and con-
clusions. A brief filed on behalf of the
producer organization contained pro-
posed findings, conclusions, and argu-
ments with respect to the provisions of
the proposed amendment. Every point
covered in the brief was carefully con-
sidered along with the evidence in the
record in making the findings and reach-
ing conclusions hereinbefore set forth.
To the extent that the findings and con-
clusions proposed in the brief are incon-
sistent with the findings and conclusions
contained herein, the request to make
such findings or to reach such conclu-
sions is denied on the basis of the facts
found and stated in connection with the
conclusions in this -recommended -deci-
sion.

Recommended marketing agreement
and amendment to the order The fol-
lowing order, amending the order, is
recommended as the detailed and ap-
propriate means by which the foregoing
conclusions may be carried out. The
proposed marketing agreement is not"
included in this decision because the
regulatory provisions thereof would be
identical with those contained in the
order, as hereby proposed to be amended.

Delete § 908.51 (a) and substitute
therefor the following:

'(a) Class I milk prive. From the ef-
fective date hereof through March 1957,
the Class I milk price shall be the price
for Class I milk established pursuant to
Federal Order No. 18, regulating the
handling of milk in the Memphis, Ten-
nessee marketing area.

Filed at Washington, D. C., this 15th
day of December 1955.

[SEAL] ROY W. LENNARTSON,
Deputy Administrator,

IF. 1n. Dcc. 55-1018D; Viled, Doe. 1D, 1955;
8:53 a. m.]

DEPARTMENT OF HEALTH, EDU-
CATION, AND WELFARE

Food and Drug Administration

[21 CFR Part 120]

TOLERANCES AND EXEMPTIONS Fnorr ToL-
ERANCES FOR PESTICIDE CHEMICALS 1i;
OR ON RAW AGRICULTURAL COMMODITIES

NOTICE OF FILING OF PETITION FOR ESTAU-
LISHMENT OF TOLERANCE FOR IESIDUES
OF SODIUM-0-PHENYLPHENATE
Pursuant to the provisions of the Fed-

eral Food, Drug, and Cosmetic Act (see.
408 (d) (1) 68 Stat. 512; 21 U. S. C.
346a (d) (1)), the following notice Is
issued:

A petition has been filed by The Dow
Chemical Company, Midland, Michigan,
proposing the establishment of a toler-
ance of 10 parts per million for residues
of sodium-o-phenylphenate, determined
as orthophenylphenol, in or on citrus
fruits.

The analytical method proposed in the
petition for determining residues of
orthophenylphenol Is as follows: An
acidified sample of orange pqel or pulp
is steam distilled. Orthophenylphenol is
extracted from the distillate with petro-
leum ether. The petroleum ether solu-
tion obtained is washed with sodium
hydroxide, and the orthophenylphcnol
in the alkaline extract is determined
colorimetrically by the 4-aminoantipy-
rine method.

References:
a. Tompkins, R. G., and Isherwood,

F A., Analyst, Volume 70, pages 330-333
(1945)

b. Gottlieb, S., and Marsh, P B., In-
dustrial and Engineering Chemistry,
Anal. Edition, Volume 18, pages 1&-19
(1946)

Dated: December 13, 1955.
[SEAL] GEO. P LAnnICit,

Commissioner of Food and Drugs.

IF. n. Dec. 55-101541 Filed, Dee. 19, 1056;
8:47 a. m.]

NOTICES

DEPARTMENT OF THE TREASURY
United States Coast Guard

[CGFR 55-51]

TERMINATION OF APPROvAL OF EQUIPMENT

By virtue of the authority vested in
me as Commandant, United States Coast
Guard, by Treasury Department Order
No. 120, dated July 31, 1950 (15 F R.
6521) and Treasury Department Order
167-14, dated November 26, 1954 (19

F R. 8026) and in compliance with the
authority cited with each item of equip-
ment, the following approvals of equip-
merit are terminated because (1) the
manufacturer is no longer in business;
or (2) the manufacturer does not desire
to retain the approval; or (3) the item
is no longer being manufactured; or (4)
the item of equipment no longer com-
plies with present Coast Guard require-
ments; or (5) the approval has expired.
Except for those -approvals which have

expired, all other terminations of ap-
provals made by this document shall be
made effective upon the thirty-first day
after the date of publication of this
document" in the FEDERAL REOISTER.
Notwithstanding this termination of
approval of any Item of equipmenlt tAi
listed in this document, such equipment
in service may be continued In uso so
long as such equipment is in good and
serviceable condition,
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DAVITS, LIFEEOATS
Termination of Approval No. 160.032/

120/0, mechancal davit, Quadrant Type
Q30D, approved for maximum working
load of 6,000 pounds per set (3,000
pounds per arm) using not less than
6-part falls, identified by general ar-
rangement dwg. No. 2372 dated Septem-
ber, 15, 1942, and revised November 10,
1942, submitted by Welin Davit and Boat
Division of Continental Copper & Steel
Industries, Inc., Perth Amboy, N. J.
(Approved FEDERAL REGISTER November
11, 1950. Termination of approval ef-
fective November 11, 1955.)
(R. S. 4405, as amended, and 4462, as
amended, 46 U. S. C. 375, 416. Interpret or
apply 1t. S. 4417a, as amended, 4426, as
amended, 4481, as amended, 4488, as amend-
ed, 4491, as amended, sees. 1 and 2, 49 Stat.
1544, as amended, sec. 3, 54 Stat, 346, as
amended, and see. 3 (c), 68 Stat. 676; 46
U. S. C. 391a, 40, 474. 481, 489, 367, 1333,
50 U. S. C. 198; R 0. 10402, 17 F. IR. 9917, 3
CFR, 1952 Cum. Supp., 46 OF& 160.032)

LIFEBOATS

Termination of Approval No. 16Tf.035/
267/0, 12.0' x 4.42' x 1.92' steel, square
stern, oar-propelled lifeboat, 6-person
capacity, identified by construction =nd
arrangement dwg. No. 3334 dated May
26, 1950, and revised September 14, 1930.
manufactured by Welin Davit and Boat
Division of Continental Copper & Steel
Industries, Inc., Perth Amboy, N. J.
(Approved FEDERAL REGISTER November
1-, 1950. Termination of approval ef-
fective November 11, 1955.)
(R. S. 4405, as amended, and 4462, as
amended, 46 U. S. C. 375, 416. Interpret or
apply R. S. 4417a, as amended, 4426, as
amended, 4481, as amended, 4488, as amend-
ed, 4491, as amended, 4492, as amended, Eec.
11, 35 Stat. 428, as amended, sees. 1 and 2,
49 Stat. 1544, as amended, sec. 3, 54 Stat.
346, as amended, and sec. 3 (c), 8 Stat.
676; 46 U. S. C. 391a, 404, 474, 481, 489, 490,
396, 367, 1333, 50 U. S. C. 198; E. 0. 10402.
17 F. R. 9917, 3 CPR, 1952 Supp., 46 CFI
160.035)

BUOYANT CUSHIONS, KAPOK OR FIBROUS

GLASS

Termination of Approval No. 160.048/
14/0, special approval for 14" x 44" x 2"
rectangular kapok buoyant cushion, 55
oz. kapok, dwg. Nos. A-38, and C-48,
dated July 6, 1955, manufactured by The
American Pad & Textile Co., Greenfield,
Ohio. (Approved FEDERAL REGISTER
August 13, 1955.)

Termination of Approval No. 160.048/
15/0, special approval for 14" x 48" x 21"
rectangular kapok buoyant cushion, 60
oz. kapok, dwg. Nos. A-39, and C-48,
dated July 6, 1955, manufactured by The
American Pad & Textile Co., Greenfield,
Ohio. (Approved FEDERAL REGIs-E
August 13, 1955.)

Termination of Approval No. 160.048/
16/0, special approval for 14" x 54" x 2"
rectangular kapok buoyant cushion, 67
oz. kapok, dwg. Nos. A-40, and C-48,
dated July 6, 1955, manufactured by The
American Pad & Textile Co., Greenfield,
Ohio. (Approved FEDERAL REGISTER
August 13, 1955.)
(R. S. 4405, as amended, 4462, as amended;
46 U. S. C. 375, 416. Interpret or apply sacs.
6,17.54 Stat. 164, 166, as amended; 46 U. S. C.
526e, 526p; 46 CPR 160.048Y
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Termination of Approval No. 102,003/
61/2, size 3324-8C vertical fire tube hot
water heating boiler, welded steel plate
construction, oil fired, 30 pounds per
square inch maximum prezsure, dwg.
No. H-110-5, Rev. 3, dated January 3,
1951, manufactured by Way-Woll Aczo-
clates, Inc., 33 Fulton Street., New York
38, N. Y. (Approved FDnA RccasTra
March 21, 1951.)

Termination of Approval No. 102.003/
85/0, size 380-10E vertical fire tube
steam or hot water heating boiler,
welded steel plate construction, oil fired,
30 pounds per square Inch maximum
pressure, dwg. No. H-110-2, Rev. 4, dated
January 3, 1951, manufactured by Way-
Wolff Associates, Inc., 33 Fulton Street,
New York 38, N. Y. (Approved Famm L
REGISTER March 21, 1951.)

Termination of Approval No. 162.003/
86/0, size 453-12E vertical fire tub3
steam or hot water heating boiler, welded
steel plate construction, oil fired, 30
pounds per square inch maximum pres-
sure, dwg. No. H-110-2, Rev. 4, dated
January 3, 1951, manufactured by Way-
Wolff Associates, Inc., 33 Fulton Street
New York 38, N. Y. (Approved FEmL,
REGISTER March 21, 1951.)

Termination of Approval No. 1G2.003/
87/0, size 6042-14E vertical fire tube
steam or hot water heating boiler, relded
steel plate Construction, oil fired, 30
pounds per square Inch maximum pres-
sure, dwg. No. H-110-2, Rev. 4, dated
January 3, 1951, manufactured by Way-
Wolff Associates, Inc., 33 Fulton Street,
New York 38, N. Y. (Approved Fimin
REGISTER March 21, 1951.)

Termination of approval of hot rater
heating boilers, copper tube construc-
tion, 30 pounds per square Inch maxi-
mum pressure, manual control, dwg. No.
6-1000-A dated August 17, 1950, manu-
factured by The Heat Exchanger Co., 415
Denny Way, Seattle 9, Wash., for the fol-
lowing model numbers:

Approval No. .'J dd W c~

2. t. ........ I.. ..

1C2.TK3?l2,. .......... H-1 ..... . .) C0A.

(Approved FEDERAL REGISTzn November
11, 1950. Termination of approval effec-
tive November 11, 1955.)
(R. S. 4405, 4417ca, 4410, 4420, 4433, 4434,
4491, as amended, ces. 1, and 2, 49 Stat. 1544,
sec. 3, 54 Stat. 346. as amended, and rec. 3
(c), 68 Stat. 676; 46 U. S. C. 307, 373, 291n.
392, 404, 411. 412, d89, 1333, 50 U. S. C. 103;
46 CFR Part 52)

VALVES, RELIEF, HOT WATER HEA G
BOILElS

Termination of Approval No. 162.013/
6/0, Type No. 499 relief valve for hot
water heating boilers, maximum cet
pressure 30 p. s. I., relieving capacity,
500,000 B. t. U. per hour, dwg. No. RA-
13 dated July 13, 1950, inlet ize ",
manufactured by Bell & Gomett Com-
pany, 8200 North Austin Avenue. Morton
Grove, Ill. (Approved FEDERAL RrGLs rx
February 17, 1951.)

9563

Tenninat!on of Approval No. 162.013!
IJ0, TYp3 No. 1000 relief valve for hot
water heating boilers, maximum -et
preZure 30 p. s. I., relieving capacity
1,000,000 B. t. u. pr hour, dwg. No. RSA-
1000 dated March 30, 1950, inlet sze
1!'"", manufactured by Bell & Gossett
Company, 8200 North Austin Avenue,
Morton Grove, Ill. (Approved Fmzrm
RISTr' February 12, 1951.)
(. S. 443, az amended, and 462, n
amended, 4G U. S. C. 375, 416. Interpret or
apply I. S. 4417a, as amended, 4419, an
aumended, 4423, ao amended, 4433,.
amended, 4491, na amended, sees. I and 2,
49 Stat. 1344, a amended, cec. 1, 54 Stat.
346. an amended, and -,C. 3 (c), 63 Stat.
676; 46 U. S. C. 331a. 332. 404. M11, 43.
3G7. 1033. G0 U. S. C. 193; r- 0. 10402, 17 F. R.
0917, 3 CFR, 102 Supp., 40 OFF 162.010)

APPLI.MCF, S, LIQUMEID PFIEL G.AS
CON'SU-2UG

Termination of Approval No. 162.020,'
31/0, Magic Chef gas deep fat fryer,
Model N o. 31U-72, approved by the
American Gas Aczoclation, Inc., under
Certificate No. 13-9-1.011 for liquefied
petroleum gas service, manufactured by
American Stove Co., 4931 Daggett Ave-
nue, St. Louis 10, Mo. (Approved Fsu-
EmL RESIsTE November 11, 1950. Ter-
mination of approval effective November
11,1955.)

Termination of Approval No. 162.020/
32/0, Mnalc Chef gas deep fat fryer,
Model No. 316-72, approved by the Amu-
ican Gas Azzoclation, Inc., under Cer-
tificate No. 13-9-1.011 for liquefied
petroleum gas service, manufactured by
American Stove Co., 4931 Daggett Ave-
nue, St. Louis 10, Mo. (Approved Frn-
EML Rrrosr November 11, 1959.
Termination of approval effective No-
vember 11, 1955.)

Termination of Approval No. 162.020/
33/0, Magic Chef gas deep fat fryer,
Model No. 310-72, approved by the Amer-
Ican Gas Assoelation, Inc., under Cer-
tificate Nos. 13-9-1.011 and 13-9.1 for
liquefied petroleum gas service, manu-
factured by American Stove Co., 4931
Daggett Avenue, St. Louis 10, Mo. (Ap-
proved FzaaaAL RcGs' November 11,
1950. Termination of approval effective
November 11, 1955.)

Termination of Approval No. 162.020/
34/0, Magic. Chef gas deep fat fryer ,
Model No. 312-72, approved by the Amer-
ican Gas A-ociation, Inc., under Cer-
tifcate los. 13-9-1.011 and 13-9.1 for
liqueficd petroleum gas service, manu-
factured by American Stove Co., 4931
Daggett Avenue, St. Louis 10, 1M.o. (Ap-
proved FDzrAL, RrGIST= November 11,
1950. Termination of approval effective
November 11, 1955.)
(n. s. 4103, 4417a, 442, 4491, asen. 1, 2, 49
Sta.t. 1G1-4, and rec. 2. 54 Stat. 1023, an
amended. and sec. 3 (c). 63 Stat. 676; 4G
U. S. C. 307, 375. 391., 404, 463a, 489, 1333,

Vo U. s. c. 193; 40 .6- 1o)

Dated: Dccember 13, 1955.

IfSEM] A. C. Rxcmoim,
Vice Admiral, U.S. Coast Guard,

Commandant.

tv. n. Doz. &23-10159; Filed, Dec. 19, 1955;
8:43 a.m.]
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APPROVAL OF EQUIPMENT AND CHANGE IN
MANUFACTURER'S ADDRESS

By virtue of the authority vested in
me as Commandant, United States Coast
Guard, by Treasury Department Order
No. 120, dated July 31, 1950 (15 F R.
6521) and Treasury Department Order
167-14, dated November 26, 1954 (19
F R. 8026) and in compliance with the
authority cited with each item of equip-
ment: It is ordered, That:

(a) All the approvals listed in this
document which extend approvals pre-
viously published in the FEDERAL REGISTER
are prescribed and shall be in effect for a
period of five years from their respective
dates as indicated at the end of each
approval, unless sooner canceled or sus-
pended by proper authority; and,

(b) All the other approvals listed in
this document (which are not covered
by paragraph (a) above) are prescribed
and shall be in effect for a period of five
years from the date of publication of
this document in the FEDERAL REGISTER,
unless sooner canceled or suspended by
proper authority* and,

(c) The change in the name of the
manufacturer of approved equipment
shall be made as indicated below.

LIFE PRESERVERS, KAPOK, ADULT AND CHILD
(JACKET TYPE) MODELS 2, 3, 5, AND 6

Approval No. 160.002/52/0, Model 2,
adult kapok life preserver, U. S. C. G.
Specification Subpart 160.002, manu-
factured by The -Safegard Corp., Box
66, Station B, Cincinnati 22, Ohio, for
Sears, Roebuck and Co.,_925 South Ho-
man Avenue, Chicago 7, Ill.

Approval No. 160.002/53/0, Model 6,
child kapok life preserver, U. S. C. G.
Specification Subpart 160.002, manufac-
tured by The Safegard COrp., Box 66,
Station B, Cincinnati 22, Ohio, for Sears,
Roebuck and Co., 925 South Homan
Avenue, Chicago 7, Il.
(R. S. 4405, as amended, and 4462, as
amended, 46 U. S. C. 375, 416. Interpret or
apply AR. S. 4417a, 4426, 4481, 4482, 4488,
4491, 4492, as amended, see. 11, 35 Stat. 428,
secs. 1, 2, 49 Stat. 1544, sees. 6, 17, 54 Stat.
164, 166, and see. 3, 54 Stat. 346, as amended,
and 3 (c), 68 Stat. 676; 46 U. S. C. 391a, 404,
474, 475, 481, 489, 490, 396, 367, 526e, 526p,
1333, 60, U. S. 0. 198; E. 0. 10402, 17 F. R.
9917, 3 CFR, 1952 Supp., 46 CPR 160.002)

LIFE PRESERVERS, CORK (JACKET TYPE)
MODELS 32 AND 36

Approval No. 160.003/13/0, Model 32,
adult cork life preserver, U. S. C. G. Spec-
ification Subpart 160.003, manufactured
by Noble Products Co., Box 327, Caldwell,
Ohio.

Approval No. 160.003/14/0, Model 36,
child cork life preserver, U. S. C. G.
Specificatidn Subpart 160.003, manufac-
tured by Noble Products Co., Box 327,
Caldwell, Ohio.

(R. S. 4405, as amended, and 4462, as amend-
ed, 46 U. S. C. 375. 416: Interpret or apply
It. S. 4417a, 4426, 4481, 4482, 4488, 4491, 4492,
as amended; see. 11. 35 Stat. 428, sees. 1, 2,
49 Stat. 1544, sees. 6, 17. 54 Stat. 164, 166, and
sec. 3, 54 Stat. 346, as amended, and see. 3,
(c), 68 Stat. 676; 46 U. S. C. 391a, 404, 474,
475, 481, 489, 490, 396, 367. 526e, 526p, 1333,
50 U. S. C. 198; E. 0. 10402, 17 F. R: 9917, 3
CFR, 1952 Supp., 46 CFR 160.003)

CLEANING PROCESSES FOR LIFE PRESERVERS

(Where buoyancy fillers are not re-
moved from envelope covers during
cleaning process.)

Approval No. 160.006/24/0, Rex clean-
Ing process for kapok life preservers
without vinyl covered pad inserts, as out-
lined in letter of October 1, 1955, from
Rex Cleaners and Dyers, 1518-24 East
12th Street, Oakland, Calif.
(R. S. 4405, as amended, and 4462, as amend-
ed, 46 U. S. C. 375, 416. Interpret or apply
R. S. 4417a, 4426, 4481, 4482, 4488, 4491, 4492,
as amended, sec. 11, 35 Stat. 428, sees. 1, 2, 49
Stat. 1544, secs. 6, 17, 54 Stat. 164, 166, and
sec. 3, 54 Stat. 346, as amended, sec. 3 (c),
68 Stat. 676; 46 U. S. C. 391a, 404, 474, 475,
481. 489. 490, 396, 367, 526e, 526p, 1333, 50
U. S. C. 198; E. 0. 10402, 17F. R. 9917, 3 CFR,
1952 Supp., 46 CPR 160.006)

BUOYANT APPARATUS

Approval No. 1).010/21/0, 4.0' x 6.0' x
0.75' buoyant apparatus, pme decking
with copper tanks, 20-person. capacity,
general arrangement dwg. NO. G-485,
dated June 1955, manufactured by C. C.
Galbraith & Son, Inc., 99 Park Place, New
York 7, N. Y.
(R. S. 4405, as amended, and 4462, as
amended, 46 U. S. C. 375, 416. Interpret or
apply R. S. 4417a, as amended, 4426, an
amended, 4488. as amended, 4491, as amend-
ed, secs. 1 and 2, 49 Stat. 1544, sees. 6 and 17,
54! Stat. 164, 106, as amended, sec. 3, 54 Stat.
346, as amended, and sec. 3 (c), 68 Stat. 676;
45 U. S. C. 391a, 404, 481; 489, 367, 526e, 526p,
1333, 50 U. S. C. 198; B. 0. 10402, 17 F. R. 9917,
3 CFR, 1952 Supp., 46 CFR 160.010)

GAS RASIS, SELF-CONTAINED BREATHING AP-
PARATUS, AND SUPPLIED-AIR RESPIRATORS

Approval No. 160.011/1/1, MSA one-
man combination fresh air hose mask,
with all-vision facepiece assembly or
with all-vision cleartone speaking dia-
phragm facepiece assembly which may
be used in conjunction with the MSA
Maskfone, Bureau of Mines Approval No.
BM-1905A, MSA assembly dwg. No.
A-1129-1 dated April 5, 1940, Rev. No. 4
dated August 29, 1950, manufactured by
Mine Safety Appliances Co., 201 North
Braddock Avenue, Pittsburgh 8, Pa.
(Extension of the approval published in
FEDERAL REGISTER November 11, 1950, ef-
fective November 11, 1955.)

Approval No. 160.011/2/1, MSA two-
man combination fresh air hose mask,
with all-vision facepiece assembly or
with all-vision cleartone speaking dia-
phragm facepiece assembly which may
be used in conjunction with the MSA
Maskfone, Bureau of Mines Approval No.
BM-1905A, MSA assembly dwg. No. A-
1129-1 dated April 5, 1940, Rev. No. 4
dated August 29, 1950, manufactured by
.Mine Safety Appliances Co., 201 North
Braddock Avenue, Pittsburgh 8, Pa.
,(Extension of the approval published in
FEDERAL REGISTER November 11, 1950, ef-
fective November 11, 1955.)

Approval No. 160.011/12/1, MSA am-
moma mask, with all-vision facepiece
assembly or with all-vision cleartone
speaking diaphragm facepiece assembly
which may be used in conjunction with
the MSA Maskfone, Bureau of Mines
Approval No. BM-1406, MSA assembly
dwg. No. A-1128-1 dated November 20,
1939, Rev No. 10- dated August 29, 195a,
imanufactured by Mine Safety Appli-

ances Co., 201 North Braddock Avenue,
Pittsburgh 8, Pa. (Extension of the ap-
proval published In VEDrrAL RIXsTn
November 11, 1950, effective November
11, 1955.)

Approval No. 160.011/15/1, MSA Model
"S" all-service gas mask, with all-vision
facepiece assembly or with all-vision
cleartone speaking diaphragm faceplece
assembly which may be used in conjunc-
tion with the MSA Maskfone, Bureau of
Mines Approval No. BM-1434, MSA as-
sembly dwg. No. A-1128-1 dated Novem-
ber 20, 1939, Rev. 10 dated August 20,
1950, manufactured by Mine Safety Ap-
pliances Co., 201 North Braddook Ave-
nub, Pittsburgh 8, Pa. (Extension of the
approval published In FEDERAL RoISTrIt
November 11, 1950, effectIve November
11, 1955,)

Approval No. 160.011/18/1, MSA stand-
ard all-service gas mask, with all-vision
facepiece assembly or with all-vision
cleartone speeildng diaphragm facepcce
assembly which may be used In conjunc-
tion with the MSA Maskfone, Bureau of
Mines Approval No. BM-1405, MSA as-
sembly dwg. No. A-1128-1 dated Novem-
ber 20, 1939, Rev. No. 10 dated August
29, 1950, manufactured by Mine Safety
Appliances Co., 201 North Braddock
Avenue, Pittsburgh 8, Pa. (Extension of
the approval published n FEDERAL Rro-
ISTER November 11, 1950, effective No-
vember 11, 1955.)
(R. S. 4405, as amended, and 4462, as amend-
ed, 46 U. S. C. 375, 416. Interpret or apply
R. S. 4417a, as amended, 4426, as amended,
4491, as amended, secs. 1 and 2, 49 Stat. 1544,
as amended, sec. 3, 54 Stat. 340, sec. 2, 64 Stat.
1028, as amended, and sec. 3 (c), 68 Stat. 070:
46 U. S. C. 391a, 404, 489, 367, 1333, 463a,
50 U. S. C. 198: E. 0. 10403, 17 F. R. 0911,
a CFR, 1952 Supp., 46 CPR 160.011)

LIFE FLOATS

Approval No. 160.027/36/0, '7.67' x 4,171'
(12" dia. body section) rectangular hol-
low aluminum life float, 15-person ca-
pacity, general arrangement dwg. No,
80031, dated July 6, 1955, revised August
25, 1955,.manufactured by Welin Davit
and Boat Division of Continental Copper
& Steel Industries, Xxc., Perth Amboy,
N.J.
(R. S. 4405, as amended, and 4402, as amend-
ed, 46 U. S. C. 375, 416. Interpret or apply,
R. S. 4417a, as amended, 4426, as amended,
4481, as amended, 4488, as amended, 4401, am
amended, sees. 1 and 2, 49 Stat. 1844, as
amended, sec. 3, 54 Stat. 346, as amended,
and sec. 3 (c), 68 Stat, 670; 48 U. S. a. 391a,
404..474, 481, 489, 367, 1333, 50 U. S. 0, 190;
E. 0. 10402, 17 P. R. 9911, 3 CFR, 1952 Supp.,
46 CFP. 160.027)
SIGNAL PISTOLS FOR PARACHUTE RED FLAnIR

DISTRESS SIGNALS
Approval No. 160.028/6/1, signal pistol,

dwg. No. SP-150 dated March 5, 1950,
manufactured by Signal Pyrotechnic Co,,
4041 Whiteside Steet, Los Angeles 63,
Calif. (Extension of the approval pub-
lished in FEDERAL REGISTER November 11,
1950, effective Novemlber 11, 1955,)
(R. S. 4405, as amended, and 4462, as amond-
ed, 46 U. S. 0. 375, 416. Interpret or apply
R. S. 4417a, as amended, 4426, as amended,
4488, as amended, 4491, as amended, sees, 1
and 2, 49 Stat. 1544, as amended, see, 8, 54
Stat. 346, as amended, and sec. 3 (a), 60
Stat. 676; 46 U. S. C. 391a, 404, 401, 489, 307,
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1333, 50 U. S. C. 198; E. 0. 10402, 17 F. n.
9917, 3 017?, 1952 Supp., 46 CFR 160.028)

DAVITS, LIFEBOAT

Approval No. 160.032/68/1, mechanical
davit, straight boom sheath screw, Type
B-61 (formerly Type C) approved for
maximum working load of 12,200 pounds
per set (6,100 pounds per arm) using not
less than two part falls, identified by ar-
rangement dwg. No. 2549 dated March
13, 1943, and revised September 1, 1955,
manufactured by Welin Davit and Boat
Division of Continental Copper & Steel
Industries, Inc., Perth Amboy, N.J. (Re-
instates and supersedes Approval No.
160.032/68/0 terminated m FzDLRAL
REGISTER October 1, 1952.)

(1. S. 4405, as amended, and 4462, as amend-
ed, 46 U. S. C. 375, 416. Interpret or apply
1. S. 4417a, as amended, 4426, as amended,
4481, as amended, 4488, as amended, 4491, as
amended, sees. 1 and 2, 49 Stat. 1544, as
amended, see. 3, 54 Stat. 346, as amended,
and sec. 3 (c), 63 Stat. 676; 46 U. S. C. 391a,
404, 474, 481, 489, 367, 1333, 50 U. S. C. 198;
R. 0. 10402, 17 F. R. 9917, 3 CFE, 1952 Cum.
Supp., 46 CFR 160.032)

LIFEBOATS

Approval No. 160.035/335/0, 28.0' x
9.79' x 4.13' steel, motor-propelled life-
boat without radio cabin (Class B), 63-
person capacity, identified by construc-
tion and arrangement dwg. No. 28-2B
dated May 31, 1955, and revised July 14,
1955, manufactured by Marine Safety
Equipment Corp., Point Pleasant, N. J.

(R. S. 4405, as amended, and 4462, as amend-
ed, 46 U. S. C. 375, 416. Interpret or apply
R_. S. 4417a, as amended, 4426, as amended,
4481, as amended, 4488, as amended, 4491, as
amended, 4492, as amended, sec. 11. 35
Stat. 428, as amended, sees. 1 and 2, 49 Stat.
1544, as amended, see. 3, 54 Stat. 36, as
amended, and see. 3 (c), 68 Stat. 676; 46
U. S. C. 391a, 404, 474, 481, 489, 490, 396, 067,
1333, 50 U. S. C. 198; . 0. 10402, 17 F. P.
9917, 3 0FR., 1952 Supp., 46 CFR 160.035)

BUOYANT VESTS, KAPOK OR FIBROUS GLASS,
ADULT AND CHILD IODELS AN, CMR,, CKS,
AF, CFW, AND CFS

Note: Approved for use on motorboats
of Classes A, 1, or 2 not carrying pas-
sengers for hire.

Approval No. 160.047/43/0, Model AK,
adult kapok buoyant vest, U. S. C. G.
Specification Subpart 160.047, manufac-
tured by Billy Boy Products, Inc.,
Quincy, Mich.

Approval No. 160.047/44/0, Model
CKM, child kapok buoyant vest, U. S.
C. G. Specification Subpart 160.047, man-
ufactured by Billy Boy Products, Inc.,
Quincy, Mich.

Approval No. 160.047/45/0, Model
CKS, child kapok buoyant vest, U. S.
C. G. Specification Subpart 160.047,
manufactured by Billy Boy Products,
Inc., Quincy, Mich.

Approval No. 160.047/46/0, Model
CEW, child kapok buoyant vest, U. S.
C. G. Specification Subpart 160.047,
manufactured by The Holiday Line, Inc.,
54 Greene Street, New York 13, N. Y.

Approval No. 160.047/47/0, Model CKS,
child kapok buoyant vest, U. S. C. G.
Specification Subpart 160.047, manufac-
tured by The Holiday Line, Inc., 54
Greene Street, New York 13, N. Y.

FEDERAL REGISTER

Approval No. 160.047/51/0, Model AK3,
adult kapok -buoyant vest., U. S. C. G.
Specification Subpart 160.047, manufac-
tured by The American Pad & Textile
Co., Greenfield, Ohio, for The Firestone
Tire & Rubber Co., Almon 17, Ohio.

Approval No. 160.047/52/0, Model
adult kapok buoyant vest, U. S. C. G.
Specification Subpart 160.047, manu-
factured by The Safegard Corp., Box 60,
Station B, Cincinnati 22, Ohio, for Sears,
Roebuck and Co., 925 South Homan
Avenue, Chicago 7, Ill.

Approval No. 160.047/53/0, Model
CKD, child kapok buoyant vest,
U. S. C. G. Specification Subpart 1C0.047,
manufactured by The Safegard Corp.,
Box 66, Station B, Cincinnati 22, Ohio,
for Sears, Roebuck and Co., 925 South
Homan Avenue, Chicago 7, Ill

Approval No. 160.047/54/0, Model
CKS, child kapok b u o y a n t vest,
U. S. C. G. Specification Subpart 160.047,
manufactured by The Safegard Corp.,
Box 66, Station B, Cincinnati 22, Ohio,
for Sears, Roebuck and Co., 025 South
Homan Avenue, Chicago 7, l.

Approval No. 160.047/55/0, Model
CKS, child kapok buoyant vest, U. S. C. G.
Specification Subpart 160.047, manufac-
tured by Atlas Products, 2459 University
Avenue, St. Paul 14, Mfinn.

Approval No. 160.047/56/0, Model AK,
adult kapok buoyant vest, U. S. C. G.
Specification Subpart 160.047, manufac-
tured by Noble Products Co., Box 327,
Caldwell, Ohio.

Approval No. 160.047/57/0, Model
CE , child kapok buoyant vest,
U. S. C. G. Specification Subpart 160.047,
manufactured by Noble Products Co,
Box 327, Caldwell, Ohio.

Approval No. 160.047/58/0, Model
CKS, child kapok buoyant vest,
U. S. C. G. Specification Subpart 160.047,
manufactured by Noble Products Co.,
Box 327, Caldwell, Ohio.

Approval No. 100.047/59/0, Model AK
adult kapok buoyant vest, U. S. C. G.
Specification Subpart 160.047, manufac-
tured by Atlantic-Pacific Manufacturing
Corp., 124 Atlantic Avenue, Brooklyn 1,
N. Y., for Montgomery Ward & Co., Inc.,
619 West Chicago Avenue, Chicago 7, l.

Approval No. 160.047/60/0, Model
CKM, child kapok buoyant vest,
U. S. C. G. Specification Subpart 10.047,
manufactured by Atlantic-Pacific Manu-
facturing Corp., 124 Atlantic Avenue,
Brooklyn 1, N. Y., for Montgomery Ward
& Co., Inc., 619 West Chicago Avenue,
Chicago 7, Ill.

Approval No. 160.047/61/0, Model CKS,
child kapok buoyant vest., U. S. C. G.
Specification Subpart 160.047, manu-
factured by Atlantic-Pacific Manufactur-
ing Corp., 124 Atlantic Avenue, Brooldyn
1, N. Y., for Montgomery Ward & Co.,
Imc, 619 West Chicago Avenue, Chicago 7,
Ill.

Approval No. 160.047/62/0, Model AK
adult kapok buoyant vest, U. S. C. G.
Specification Subpart 160.047, manufac-
tured by International Cushion Co., 1110
Northeast Eighth Avenue, Fort Lauder-
dale, Fla.

Approval No. 160.047/63/0, Mcodel
CKI, child kapok buoyant vest,
U. S. C. G. Specification Subpart 160.047,
manufactured by International CuLhion
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Co., 1110 INorthe.-t Eighth Avenue, Fort
Lauderdale, Fla.

Approval No. 160.047/64/0, Mcdel CXS,
child Papok buoyant vest, U. S C. G.
Speciflcation Subpart 160.047, manufac-
tured by International Cushion Co., 1110
Northeast Eighth Avenue, Fort Lauder-
dale, Fla.

Approval No. 160.047/65/0, Model
CKI.T, child kapok buoyant vest,
U. S. C. G. Specification Subpart
160.047, manufactured by Atlas Prod-
ucts, 2459 University Avenue, St. Paul
14, M nn.

Approval No. 160.047/66/0, Model A7,
adult kapok buoyant vest, U. S. C. G.
Specification Subpart 160.047, manufac-
tured by Atlas Product., 2459 University
Avenue, St. Paul 14, Minn.

Approval No. 160.047/67/0, Model CMS,
child kapok buoyant vest, U. S. C. G.
Specification Subpart 160.047, manufac-
tured by The American Pad Z- Textile
Co., Greenfield, Ohio, for Gamble-
Sko=mo, Inc., 15 North Eighth Street,
Mi1nneapolls 3, Mlnn.

Approval No. 160.047/63/0, Model
CEM, child k a p o k buoyant vest,
U. S. C. G. Specification Subpart 160.047,
manufactured by The American Pad &
Textile Co., Greenfield, Ohio, for Gamble-
Skogmo, Inc., 15 North Eighth Street,
Minneapolis 3, Minn.

Approval No. 160.047/69/0, Model AK,
adult kapok buoyant vest, U. S. C. G.
Specification Subpart 160.047, manufac-
tured by The American Pad E. Textile
Co., Greenfleld, Ohio, for Gamble-
Skomo, Inc., 15 North Eighth Street,
Minneapolis 3. lffinn.
(P.. S. A4403, =s amended, 4462, as amended;

40 U. S. C. 375. 416. Interpret or apply ceas.
0, 17, G4 Stnt. 10A, 165, as amended; 46
U. S. O. 62Cc, 020p; 0 CMFF. 160.047)

LUOYAN.T CUSMIONS, =POX OR PIBEOFS
CLASS

Nor: Approved for uza on motoeboats
of Claccc A, 1, or 2 not carrying p=enZers
for hire.

Approval No. I60.048/26/0, group ap-
proval for rectangular and trapezoidal
kapok buoyant cushions, U. S. C. G.
Specification Subpart 160.048, sizes and
welghts of kapok filling to be as per
Table 160.048-4 (c) (1) (1), manufac-
tured by Red Head Brand Co., 4311 Bel-
mont Avenue, Chicago 41, 1L

Approval No. 100.048/23/0, group ap-
proval for rectangqulAr or trapezoidal
kapok buoyant cushions, U. S. C. G.
Specification Subpart 160.048, sizes and
welghts of kapok filling to be as per
Table 160.048-4 () (1)W, manufac-
tured by The Holiday Line, Inc., 54
Greene Street, New York 13, N. Y.

Approval No. 160.048/32/0, group ap-
proval for rectangular and trapezoidal
kapo: buoyant cuhions, U. S. C. G.
Specification Subpart 160.048, sizes and
vweights of kapok filling to be as per
Table 160.040-4 (c) (1) (1), manufac-
tured by Elvin Salow Co., 31-33 South
Street, Boston 11, Mas..

Approval No. 160.043/33/0, group ap-
proval for rectangular or trapezoidal ka-
pok buoyant cushions, U. S. C. G. Spec-
Ification Subpart 160.048, sizes and
welghts of kmpok to be as per Table
160.04 -4 (c) (1) (1), manufactured by
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Noble Products Company, Box 327, Cald-
well, Ohio.

Approval No. 160.048/34/0, group ap-
proval for rectangular and trapezoidal
kapok buoyant cushions, U. S. C G.
Specification Subpart 160.048, sizes and
weights of kapok filling to be as per Table
160.048-4 (c) (1) (1) manufactured by
The American Pad & Textile Co., Green-
field, Ohio, for The Firestone Tire & Rub-
ber Co., Akron 17, Ohio.

Approval No. 160.048/35/0, group ap-
proval for rectangular and trapezoidal
kapok buoyant cushions, U. S. C. G.
Specification Subpart 160.048, sizes and
weights of kapok filling to be as per Table
160.048-4 (c) (1) (i), manufactured by
International Cushion Co., 1110 North-
east Eighth Avenue, Fort Lauderdale,
Fla.

Approval No. 160.048/36/0, group ap-
proval for rectangular and trapezoidal
kapok buoyant cushions, U. S. C. G.
Specification Subpart 160.048, sizes and
weights of kapok to be as per Table
160.048-4 (0> (1> (i) manufactured by
The Safeguard Corp., Box 66, Station B,
Cincinnati 22, Ohio, for Sears, Roebuck
and Co., 925 South Homan Avenue,
Chicago 7, 111.

Approval No. 160.048/37/0, group ap-
proval for rectangular and trapezoidal
kapok buoyant cushions, U. S. C. G.
Specification Subpart 160.048, sizes and
weights of kapok filling to be as per
Table 160.048-4 (c) (1) (1) -manufac-
tured by The American Pad & Textile
Co., Greenfield, Ohio, for Montgomery
Ward & Co., 619 West Chicago Avenue,
Chicago 7, Ill.

Approval No. 160.048/38/0, special ap-
proval for 14" x 19" x 2" rectangular
ribbed-type kapok buoyant cushion, 24
oz. kapok, American Pad & Textile Co.,
dwg. Nos. A-409, dated Sept. 28, 1955,
and B-245, dated Feb. 15, 1955, manu-
factured by The American Pad & Textile
Co., Greenfield, Ohio, for Montgomery
Ward & Co., 619 West Chicago Avenue,
Chicago 7, In.

Approval No. 160.048/39/0, group ap-
Proval for rectangular and trapezoidal
kapok buoyant cushions, U. S. C. G.
Specification Subpart 160.048, sizes and
weights of kapok filling to be as per Table
160.048-4 (c) (1) (i) manufactured by
Atlantic-Pacific Manufacturing Corp.,
124 Atlantic Avenue, Brooklyn 1, N. Y.,
for Montgomery Ward & Co., Inc., 619
West Chicago Avenue, Chicago 7, Ill.

Approval No. 160.048/40/0, group ap-
proval for rectangular or trapezoidal
kapok buoyant cushions, U. S. C. G-.
Specification Subpart 160.048, sizes and
weights of kapok filling to be as pdr Table
160.048-4 (c) (1) (i) manufactured by
Fortier Upholstering Co., Manistee,
Mich.

Approval No. 160,048/41/0, special ap-
proval for 13" x 18" x 2" rectangular
ribbed-type kapok buoyant cushion, 21
oz. kapok, dwg. No. 1, dated September
28, 1955, manufactured by Noble Prod-
ucts Co., Box 327, Caldwell, Ohio.

Approval No. 160.048/45/0, group ap-
proval for rectangular and trapezoidal
kapok buoyant cushions, U. S. C. G.
Specification Subpart 160.048, sizes and
weights of kapok filling to be as per

Table 160.048-4 (c) (1) (i), manufac-
tured by A. L. Robertson, Inc., 113 South
Gay Street; Baltimore 2, Md.

Approval No. 160.048/47/0, group ap-
proval for rectangular and trapezoidal
kapok buoyant cushions, U. S. C. G.
Specification Subpart 160.048, sizes and
weights of kapok filling to be as per
Table 160.048-4 (c) (C.) (i) manufac-
tured by The American Pad & Textile
Co., Greenfield, Ohio, for Gamble-
Skogmo, Inc., 15 North Eighth Street,
Minneapolis 3, Minn.

Approval No. 160.048/48/0, special ap-
proval for 14" x 17" x 2" rectangular
ribbed-type kapok buoyant cushion, 21
oz. kapok, American Pad & Textile Co.
dwg. Nos. A-766, dated October 24, 1955,
and B-245, dated February 15, 1955,
manufactured by The American Pad &
Textile Co., Greenfield, Ohio, for Gam-
ble-Skogmo, Inc., 15 North Eighth
Street, Minneapolis 3, Minn.

Approval No. 160.048/49/0, group ap-
proval for rectangular and trapezoidal
kapok buoyant cushions, U. S. C. 0.
Specification Subpart 160.048, sizes and
weights of kapok filling to be as per
Table 160.048-4 (c) (1) (i) manufac-
tured by Style-Crafters, Inc., Box.3277,
Station A, Greenville, S. C., for Mont-
gomery Ward & Co., Inc., 619 West Chi-
cago Avenue, Chicago 7, Ill.
(R. S. 4405, as amended, 4462, as amended;
46 U. S. C. 375, 416. Interpretor apply sees.
6, 17, 54 Stat. 164, 166, as amended; 46 U. S. C.
526e, 526p; 46 CFR 160.048)

BUOYANT CUSHIONS, UNICELLUIAR PLASTIC
FOAM

NoTE: Approved for use on motorboats of
Classes A, 1, or 2 not carrying passengers for
hire.

Alproval No. 160.049/4/0, group ap-
proval for rectangular and trapezoidal
unicellular plastic foam buoyant cush-
ions, U. S. C. G. Specification Subpart
160.049, sizes to be as per Table 160.049-4
(c) (1) manufactured by Iowa Fibre
Products, Inc., 316 Court Avenue, Des
Moines 9, Iowa.

Approval No- 160.049/8/0, group ap-
proval for rectangular and trapezoidal
unicellular plastic foam buoyant cush-
ions, U. S C. G. Specification Subpart
160.049, sizes to be as per Table 160.049-4
(c) (1) manufactured by The Safegard
Corp., Box 66, Station B, Cincinnati 22,
Ohio, for Sears, Roebuck and Co., 925
South Homan Avenue, Chicago 7, Ill.

Approval No. 160.049/9/0, group ap-
proval for rectangular and trapezoidal
unicellular plastic foam buoyant cush-
ions, U. S C. C. Specification Subpart
160.049, sizes to be as per Table 160.049-4
(c) (1) manufactured by Iowa Fibre
Products Inc., 316 Court Avenue, Des
Moines 9, Iowa, for Hawkeye Sporting
Goods Co, P 0. Box 613, Des Moines,
Iowa.
(R. S. 4405, as amended, 4462, as amended;
46 U. S. C. 375, 416. Interpret or apply secs.
6, 17.54 Stat. 164,,166, as amended; 46 U. S. C.
526e, 526p; 46 CFB 160.049)

VALVES, SAFETY (POWER BOILERS)

:Approval Io. 162.001/137/1, Style
ENA-MS-55 carbon steel body pop safety
valve, flanged nozzle type, exposed spring
fitted with spring cover, 1,500 p. s. L pri-

mary service pressure rating, 650 ° F
maximum temperature, dwg. No. HV-25-
MS issued June 3, 1950, and dWg. No.
D-28167 issued March 11, 1917, approved
for sizes 11 " 2", 2 1/", 3" and 4"
manufactured by Crosby Steam Gage &
Valve Co., Wrentham, Mass. (Reinstates
and supersedes Approval No. 162.001/
137/0 terminated in the FEDEnAL REalS-
TER September 29, 1955.)

Approval No. 162.001/138/1, Styla
INA-MS-56 carbon steel body pop safety

valve, flanged nozzle type, exposed spring
fitted with spring cover, 1500 p. 8, i, pri-
mary service pressure rating, 750* F
maximum temperature, dwg. No. HV-
25-MS issued June 3, 1950, and dwg. No.
D-28167 issued March 11, 1047, approved
for sizes 11/2" 2", 21/ '", 3" and 4",
manufactured by Crosby Steam Gage &
Valve Co., Wrentham, Mass. (Reinstates
and supersedes Approval No. 162.001/
138/0 terminated in the FEDrRAL REGISTER
September 29, 1955.)

Approval No. 162.001/139/1, Style
HNA-MS-57 alloy steel body pop safety
valve, flanged nozzle type, exposed spring
fitted with spring cover, 1500 p. s. 1. pri-
mary service pressure rating, 900' F
maximum temperature, dwg. No. HV-26.-
MS, issued June 6, 1950 and dwg. No.
D-28167 issued March 11, 1947, approved
for sizes 1'/2 2", 21/i", 3"1 and 4", man-
ufactured by Crosby Steam Gage & Valve
Co., Wrentham, MasS. (Reinstates and
supersedes Approval No. 162.001/139/0
terminated in the FEDERAL REISTIri
September 29, 1955.)

Approval No. 162.001/140/1, Style
HNA-MS-58 alloy steel body pop
safety valve, flanged nozzle type, exposed
spring fitted with spring cover, 1,500
p. s. 1. primary service pressure rating,
1,0000 F maximum temperature, dwg.
No. HV-26-MS, issued June 5, 1950, and
dwg. No. D-28167 issued March 11, 1947,
approved for sizes 1/11, 21 21/2, 3"
and 4" manufactured by Crosby Steam
Gage & Valve Co., Wrentham, Mass.
(Reinstates and supersedes Approval No.
162.001/140/0 terminated In the In-
ERAL REGISTER September 29, 1955.)

(R. S. 4405, as amended, and 4462, as amend-
ed, 46 U. S. C. 375, 416. Interpret or apply
n. S. 4417a, as amended, 4418, as amended,
4426, as amended, 4433, as amended, 4491, as
amended, secs. 1 and 2, 40 Stat. 1544, as
amended, sec. 3, 54 Stat, 346, as amended, and
sec. 3 (c), 68 Stat. 676 40 U. S. C. 3Dla, 303,
404, 411, 489, 367, 1333, 60 U. S. 0, 108; 11, 0.
10402. 17 F. n. 9917, 3 CPR, 1952 Supp., 40
CFn 162.001)

BOILERS, HEATING

Approval No. 162.003/65/2, size #1920-
8C, steel plate heating boiler, steam or
hot water, assembly & detail dwg. No.
H-187 Rev. C. dated January 3, 1955,
max. design pressure 30 p. s. i, approval
limited to bare boiler, manufactured by
Way-Wolff Associates, .Inc., 33 Fulton
Street, New York 38, N. Y. (Supersedes
Approval No. 162.003/65/1 published in
FEDERAL REGISTER March 21, 1951.)
(n. S. 4405, 4417a, 4418, 4426, 4433, 4434,
4491, as amended, sees. 1 and 2, 49 Stat, 1544.
see. 3, 54 Stat. 346, as amended, and soc. a
(c), 68 Stat. 676; 46 UV. S. 0. 307, 8l6, 891a,
392, 404, 411, 412, 489, 1333, 60 U. S. 0. 100;
46 CFR art 52)
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FIE EXTINGUISHERS, PORTABLE, EALD,
VAPORIZING LIQUID TYPE

Approval No. 162.00/82/1, Kldde
Model 2VG (Symbol GEN), 1-qt. carbon
tetrachloride vaporizing liquid pump
type hand portable fire extinguisher.
assembly dwg. No. BT-185-XK, 1Rev. C
dated December 8, 1952, name plate dwg.
No. T-185-A15 dated May 6, 1955 (Coast
Guard classification: Type B, Size I, and
Type C, Size I), manufactured for Walter
Kidde & Co., Inc., Belleville 9, N. J., by
The National Fireguard Corp., 1685
Shermer Road, Northbrook, Ill. (Super-
sedes Approval No. 162.004/82/0 pub-
lished in FEDERAL RxGTsEz May 12, 1954.)

Approval No. 162.004/83/1, Ktdde
Model 3VG <Symbol GEN) 1, -qt. car-
bon tetrachloride vaporizing liquid pump
type hand portable fire extinguisher, as-
sembly dwg. No. BT-195-XK, Rev. D
dated December 8, 1952, name plate dwg.
No. T-195-A15 dated May 6, 1955 (Coast
Guard classification: Type B, Size I, and
Type C, Size I), manufactured for Walter
Kidde & Co., Inc., Belleville 9, N. J., by
The National Fireguard Corp., 1685
Shermer Road, Northbrook, Ill. (Super-
sedes Approval No. 162.004/83/0 pub-
lished in FEDERAL REGISTER May 12,1954.)

(R. S. 4405, 4417a, 4426, 4479, 4491, 4492, as
amended, 49 Stat. 1544, and 51 Stat. 165, 166,
346, 1028. as mended, and sec. 3 (c), 68 Stat.
176; 46 U. S. C. 367, 375, 391a, 404, 463a, 472,
489, 490, 526g, 52 6p. 1333, 50 U. S. C. 193; 48
Cll25.30,34.25-1,76.50, 95.50)

VALVES, EIE, HOT WATER EEATING
"BOILERS

Approval No. 162.013/4/1, Type No.
175 relief valve for hot water heating
boilers, relieving capacity of 175,000
B. t. u. per hour at maximum set prezsure
of 30 p. s. i dwg. No. RA3-11 dated Sep-
tember 2, 1955, approved for %'" inlet
size, manufactured by Bell & Gossett Co.,
8200 North Austin Avenue, Morton
Grove, Ill. (Supersedes Approval No.
162.013/4/0 published in FEDERAL RrG-
IsTER February 17, 1951.)

Approval No. 162.013/5/1, Type No. 250
relief valve for hot water heating boilers,
relieving capacity 250,000 B. t. u. per
hour at maximum set pressure of 30
p. s. i, dwg. No. RA3-12 dated September
2, 1955, approved for %" inlet size, man-
ufactured by Bell & Gossett Co., 8200
North Austin Avenue, Morton Grove,
IlL (Supersedes Approval No. 162.013/
5/0 published in FEDERAL RES=TER Feb-
ruary 17, 1951.)

Approval No. 162.013/17/1, Type No.
175-15 relief valve for hot water heating
boilers, relieving capacity 150,000 B. t. u.
per hour at a maximum set pressure of
-15 p. s. L., dwg. No. RA3-11, dated Sep-
tember 2, 1955, pproved for l" inlet
size, manufactured by Bell & Gossett Co.,
8200 North Austin Avenue, Morton
Grove, Ill. (Supersedes Approval No.
162.013/17/0 published M FEDERAL REG-
IsTER March 18, 1953.)

Approval No. 162.013/18/1, Type No.
1050 relief valve for hot water heating
boilers, relieving capacity, 1,050,000
B. t. u. per hour at maximum set pres-
sure of 30 p. s. i., dwg. No. RA-20, Rev. 1,
dated September 21, 1955, approved for
11" nlet size, manufactured by Bell &

Gossett Co., 8200 North Austin Avenue,
Morton Grove, Ill. (Superoedes Ap-
proval No. 162.013/18/0 publiced in
FEDEL RESGISTER March 18. 1953.)

Approval No. 162.013/21/0, Type No.
250-15 relief valve for hot water heating
boilers, relieving capacity 200,000 B. t. u.
per hour at a maximum set prezsure of
15 p. s. L, dwg. No. RA3-12, dated Sep-
tember 2, 1955, approved for 34" inlet
size, manufactured by Bell & Gozzett
Co., 8200 North Austin Avenue, Morton
Grove, Ill.

Approval No. 162.013/22/0, Type No.
350-15 relief valve for hot water heating
boilers, relieving capacity 220,000 B. t. U.
per hour at a maximum set precure of
15 p. s. L, dwg. No. RA2-19, dated Sep-
tember 2, 1955, approved for -1" inlet
size, manufactured by Bell F Gozett
Co., 8200 North Austin Avenue, Morton
Grove, Ill.

Approval No. 162.013/23/0, Type No.
350 relief valve for hot wa.ter heating
boilers, relieving capacity 350,030 B. t. u.
per hour at a maximum set prezzure of
30 p. s. I., dwg. No. RA2-19, dated Sep-
tember 2, 1955, approved for "I" inlet
size, manufactured by Bell F Gozzett
Co., 8200 North Austin Avenue, Morton
Grove, nL

Approval No. 162.013/24/0, Type No.
480-15 relief valve for hot water heating
boilers, relieving capacity 300,000 B. t. u.
per hour at a maximum ret pressure of
15 p. s. I., dwg. No. RA-23, dated Sep-
tember 26, 1955, approved for 3,'" inlet
size, manufactured by Bell & Goszett
Co., 8200 North Austin Avenue, Morton
Grove, 311.

Approval No. 102.013/25/0. Type No.
480 relief valve for hot water heating
boilers, relieving capacity 480.000 B. t. u.
per hour at a maximum cet prcssure of
30 p. s. L, dwg. No. RA-23. dated Sep-
tember 26, 1955, approved for is" inlet
size, manufactured by Bell t Gozett
Co., 8200 North Austin Avenue, MIorton
Grove, nl.

Approval No. 102.013/20/0, Type No.
750-15 relief valve for hot water heat-
Ing boilers, relieving capacity 500,00D
B. t. u. per hour at a maximum cet pres-
sure of 15 p. s. J, dwg. No. RA-24, dated
September 23, 1955, approved for 1'"
inlet size, manufactured by Bell & Gom-
sett Co., 8200 North Austin Avenue,
Morton Grove, 3I.

Approval No. 162.013/27/0, Type 11o.
1750 relief valve for hot water heating
boilers, relieving capacity 750,000 B. t. u.
perlhour at a maximum set preczure of
30 p. s. L, dwg. No. RA-24, dated Sep-
tember 23, 1955, approved for i" inlet
size, manufactured by Bell & Gosett
Co., 8200 North Austin Avenue, Morton
Grove, l.

Approval No. 102.013/28/0, Type No.
1050-15 relief valve for hot water heat-
ing boilers, relieving capacity G30,000
B. t. u. per hour at.a maximum set pre3-
sure of 15 p. s. I., dwg. No. RA-20.
Rev. 1, dated September 21, 1955, ap-
'Proved for 1 ," inlet size, manufactured
by Bell & Gossett Co., 8200 North Austin
Avenue., Morton Grove, Ill

Approval No. 162.013/29/0, Type No.
K74 relief valve for hot water heating
'boilers, relieving capacity of 090,000

B. t. u. par hour at a maximum sat
prezsure of 30 p. s. i., dwg. No. N74-N174
P. D., dated October 7, 1952, approved
for -" inlet size, manufactured by
Watts Re_-ulator Co.. Lawrence, Mazs.

Approval No. 162.013/30/0, Type No.
N174 relief valve for hot water heating
boilers, dwg. No. N74-N174 P. D, dated
October 7, 1952, approved for the fol-
lowing sizes and relieving capacities:

rierltzgcapac,ty
(.t. u. Ver Pir.

Inatelz2 (Inchc3): at 30 p. s. i.)
4 470,000

1 &70, 000
1,345,00D
2,020.0:0

2 - _ 3, 15. 053

manufactured by Watts Regulator Com-
pany, LavTence, Mass.
(R. S. 443, as amended. and 4462, as amend-
ed. 46 U. S. C. 375, 416. interpret or apply
P. "r A417a. s amended, 4.18, as amended,
'420, a amended. 44533, as amended. 44M1, as
amended, rcc3. 1 and 2, 49 Stat. 1544, as
amendcd. cc. 3, G4 Stat. 346, as amended.
and ccc. 3 (c), 63 Stat. 676: 46 U. S. C. 331a.
132, 49-1 411, 43, 3G7. 1233, 59 0. S. C. 193;
E. 0. 10422, 17 F. M 0317, 3 CFE, 1952 Supp.,
49 cm 1l2.013)

CHAI GI I ADD. 11=3 Or MUlUrACTsEl

The address of The American Pad &
Textile Co., Greenfleld, Ohio, has been
chan7ed to The American Pad & Textile
Co., Greenfleld, Ohio; New Orleans, La.,
and Fairfield, Callf., for Approval Nos.
160.048/3/0, 160.043/4/0,160.043/5/0, and
160.043/6/0 previously published in the
FLD=nSL RrsISTEn.

Dated: December 13, 1955.

LWJALl A. C. Faz mo.n
Vice Admiral, U. S. Coast Guard,

Commandant.
[P. n. ). 5:3-10159; Filed, D. 19. 1935;

0:43a.iml

CIVIL AIflONAUTICS BOARD
[D:eet; 110.75181

Am Aznuma Seavicn; Ssszcnxwss
V;OTIM 02 -IM=47G O:n" APPLIC-M OI" 1702

= =IAeL Or ro== wsA c~tr=cr rmEZ
In the matter of the application of

Air Ambulance Service, Department of
Public Health, Government of Sas-atch-
ewan, for renewal of the foreign air
carrier permit Issued pursuant to sec-
tion 402 of the Civil Aeronautics Act, to
perform operations of a casual, occa-
sional or infrequent nature, in common
carriage, into the United States.

Notice I- hereby given that a hearing
In the above-entitled proceedin- is as-
sined to be held on December 27, 1955,
at 11:00 a. m., e. s. t., in Room E-206,
Temporary Building No. 5. Sixteenth
Street and Constitution Avenue NW.,
Washington, D. C., before Examiner
Jozeph is. Fitzmaurlce.

Dated at Washington, D. C., December
15, 1955.

[s=] FrAcis W. Bnovm,
Chief Exammer.

[P. P. DI. 83-1013; Filed. Dcc. 19, 1955;
8:52 a. m.
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NOTICES

[Docket No. 7517]

-QUEEN CHARLOTTE AIRLINES LTD.

NOTICE OF HEARING ON APPLICATION FOR EX-
TENSION OF FOREIGN AIR CARRIER PERMSIT

In the matter of the application of
Queen Charlotte Airlines Ltd. for an ex-
itnslon of foreign air carrier permit
dated November 20, 1952 issued pursuant
to section 402 of the Civil Aeronautics
Act to perform operations of a regular
nature between the terminal point Ket-
chikan, Alaska and the terminal Prince-
Rupert, British Columbia.

Notice is hereby given that a hearing
1r the above-entitled proceeding is as-
signed to be held on December 27, 1955,
at 10:00 a. m., e. s. t., in Room E-206,
Temporary Building No. 5, Sixteenth
Street and Constitution Avenue NW.,
Washington, D. C,, before Examiner
Joseph L. Fitzmaurice.

Dated at Washington, D. C., December
15, 1955.

FRANcIs W. BROwN,
Chief Examiner.

IF. R. Dc. 55-10186; Filed, Dec. 19, 1955;
8:52 a. m.1

FEDERAL COMMUNICATIONS
COMMISSION

[Docket No. 11029; FCC 55M-10311

VOICE OF LAKE TAHOE
ORDER SCHEDULING HEARING

In re application-of Charles E. Hal-
stead, tr/as Voice of Lake Tahoe, Zephyr
Cove, Nevada, Docket No. 11029; File No.
BP-9108; for construction permit.

The Hearing Examiner having under
consideration a Motion to Fix Date for
Hearing filed November 29, 1955, on be-
half of the Chief, Broadcast Bureau,
Federal Commumcations Commission;
and

It appearing that the hearing in this
proceeding was continued by Hearing
Examiner's order of September 21, 1954,
until such time as may be established
by a subsequent order pending Commis-
sion action on (1) another application
that might be designated for hearing in
consolidation with the above application,
and (2) a Petition to the Full Commis-
sion for Reconsideration and Grant of
the instant application; and

It further appearing that the Commis-
slon's records indicate that the applica-
tion referred to in (1) above was dis-
missed at the applicant's request on
August 9, 1955, and that the petition for
reconsideration and grant was denied by
Comrmssion's order released November
17,1955; and

It further appearing that no oltection
to the instant motion has been filed and
that a grant thereof will conduce to the
orderly dispatch of the Commisslon's
business; now therefore

It is ordered, This 13th day of Decem-
ber 1955, that the Motion to Fix Date
for Hearing be and it is hereby granted,
and that the hearing in this proceeding
shall be commenced at 10:00 a. m. on
Thursday, January 26, 1956, at the offices
of the Commission in Washington, D. C.,
and

It ts further ordered, That the Secre-
tary send a copy of this order by Regis-
tered Mail-Return Receipt Requested
to the applicant named at P. 0. Box 19,
Zephyr Cove, Nevada.

FEDERAL COMMUNICATIONS
CoMnaSSION,

TSEAl MARY JAN MORRIS,
Secretary.

IF. n. Doe. 55-10163; Filed, Dec. 19, 1955;
8:49 a. m.1

[Docket No. 11571; FCC 55M-1034]

JOMHSON vLE BROADCASTING Co.
ORDER SCHEDULING HEARING

In re application of Dr. Alexander
Leech and William E. Leech, d/b as
Johnsonville Broadcasting Company,
New Johnsonville, Tennessee, Docket No.
11571, File No. BP-9810; for construction
permit.

It is ordered, This 13th-day of Decem-
ber 1955, that Annie Neal Huntting will
preside at the hearing in the above-en-
titled proceeding which is hereby sched-
uled to commence on February 20, 1956,
in Washington, D. C.

Released: December 14, 1955.
FEDERAL COMLIIUNICATIONS

COIUMsSION,

[SEAL] MARY JANE MORRIS,
Secretary.

[F. R. Doec. 55-10164; Filed, Dec. 19, 1955;
8:49 a. M.]

[Docket Nos. 11493, 11494; FCC 55M-10301

RADIO BROADCASTING SERVICE AND DANA W.
ADAmS

FIRST STATEMSENT CONCERNING PRE-EARING
CONFERENCES AND ORDER CONTINUING
HEARING'

In re applications of Louis Alford,
Phllip D. Brady and Albert Mack Smith,
d/b as Radio Broadcasting Service, Tyler,
Texas, Docket No. 11493, File No. BP-
9761, Dana W. 'Adams, Tyler, Texas,
Docket No. 11494, File No. BP-9841, for
construction permits.

The first pre-hearing conference was
held herein on December 12, 1955. Both
applicants and the Commission's Broad-
cast Bureau were represented by coun-
sel. Neither of the respondents, Alto,
Inc. (KAND) an d Southwestair
.(KSWA) filed appearances pursuailt to
section 1.387 of the Commission's rules
or appeared at the pre-hearing confer-
ence, as directed by the Hearing Exam-
iner's order of November 15, 1955. On
motion of counsel for Radio Broadcast-
jug Service, the Hearing Examiner, held
each of the respondents to be in default.
It was agreed, however, that the Hear-
ing Examiner might reconsider this rul-
ing provided a petition for reconsidera-
tion was filed by either respondent with-
in 10 days after the date of this con-
ference.

Agreements were reached among the
parties and stated on the record, as re-
flected in the transcript which Is incor-
porated herein by. reference. Such

agreements are found to be acceptable
and approved by the Hearing Examiner.
They include the following:

1. The direct cases, in written form,
shall be prepared as follows:

(a) The testimony of each witness
shall be prepared in narrative form and
shall be submitted under the alldavit of
the particular witness.

(b) All narrative statements (except
engineering exhibits) shall be prepared
In double-spaced form; each page and
each line shall be numbered, and carbon
copies shall not be acceptable.

(c) Parties shall be designated by ab-
breviated names, as follows: Radio,
Adams, KAND, KSWA and Commission
Counsel.

(d) Each party shall mark each of its
exhibits with its name and a number.
Narrative statements shall be numbered
in series, beginning with one. An ex-
hibit connected with a narrative state-
ment shall be given the same number
as the narrative statement, plus an iden-
tifying letter in series, such as "Radio
No. 1-A." (Engineering exhibits may
vary from this style.)

2. Where the direct case in written
form contains testimony of witnesses
whose direct testimony appropriately
could have been taken by deposition, par-
ties will not object to taking cross-exam-
ination of s u c h witnesses through
deposition procedures rather than re-
quiring those witnesses to be brought
to Washington.

3. With reference to program propo-
sals in direct cases: unless a stipulation
to the contrary is reached, applicants
will submit, as a minimum, (a) complete
program schedule of programs, Including
the classification of each program by
type and source; (b) non-network pro-
gram descriptions; (c) analyses of pro-
posed typical week by type and source,
together with Information on spot an-
nouncements as required by FCC Form
301.

4. The direct written cases shall be ex-
changed on or before January 6, 1906.

5. On or before January 13, 1956,
counsel for each party shall serve upon
all other counsel, and file with the Com-
mission in triplicate, a written statement
containing (a) a list of all objections it
desires to make to the recelpt in evidence
of any exhibits or specific portions
thereof contained in, the direct cases
already exchanged, together.with a brief
statement of the reason for each objec-
tion; and (b) additional information It
desires from other party or parties.

6. On or before January 18,1956, coun-
sel for all parties shall meet In Informal
conference, without the Hearing Exam-
iner, for the purpose of discussing such
objections and requests for information
and reaching agreements thereon Insofar
as possible. All agreements reached shall
be reduced to writing, signed by the
parties, and filed with the Commission In
triplicate on or before January 20, 1050,
together with a list of the objections on
which agreement was not reached and
Information refused to be furnished.

7. On or before January 20, 1956, each
party shall serve upon all other parties,
and file with the Commission In tripli-
cate, a notice stating which witnesses It



Tuesday, December 20, 1955

desres to be produced for cross-exami-
nation (a) m Washington, or (b)
through deposition procedures.

8. All parties shall attempt to reach a
stipulation with reference to engineering
facts.

9. On January 25, 1956, at 10:00 a. in.,
a further pre-hearing conference shall
be held for the purposes stated in section
1.841 (c)

10. Hearing is continued from January
12, 1956, to 10:00 a. In., January 31, 1956.

It-es ordered, This 12th day of Decem-
ber 1955, that the foregoing agreements
and requirements shall govern the course
of the proceeding to the extent indicated,
unless modified by the Hearing Ex-
ammer for cause or by the Commission
upon review of the Hearng Examiner's
ruling; and the hearing herein, now
scheduled for January 12, 1956, is con-
tinued until January 31, 1956, at 10:00
a. in-, and the second pre-hearing con-
ference is scheduled for January 25,1956,
at 10:00 a. in.

FEDERAL COuarumCATIONS
CO IISSION,

[SEAL] MARY JA MOlRIs,
Secretary.

[F. P. Doc. 55-10165; Filed, Dec. 19, 1955;
8:49 a. in.]

[Docket No. 11573]

JESSE ZORN
ORDER TO SHOW CAUSE WHY RADIOTELE-

PHONE STATION LICENSE SHOULD NOT
BE REVOKED

There being under consideration the
matter of certain alleged violations of
the Cominssion's rules in connection
with the operation of station WE-8900
licensed to Jesse Zorn, Aransas Pass,
Texas, and located aboard the vessel
"Golden West"-

It appearing that notices of the vio-
lations of the Commssion's rules in the
operation of said station were given the
licensee as follows:

(a) Notice dated April 4, 1955, speci-
fying, among other things, violation of
section 8.108 of the Commission's rules
on April 1, 1955, by transmitting iar-
moni emisions so as to cause undue
interference;

(b) Notice dated May 9, 1955, sent by
Registered Mail, Return Receipt Re-
quested, which was received by the li-
censee on May 10. 1955, calling attention
to the above-noted violation and failure
to reply thereto in violation of section
8.601 (a) of the Commision's rules.
This notice also requested a reply within
10 days of receipt;

It further appearing that as of this
date the licensee has not answered either
of the above-mentioned official violation
notices;

It zs ordered, This 14th day of Decem-
ber 1955 pursuant to the provisions of
sectibn 312 (c) of the Communications
Act of 1934, as amended, that the said
Jesse Zorn, Aransas Pass, Texas, show
cause why the aforementioned license
should not be revoked and appear and
give evidence in respect thereto at a

FEDERAL REGISTER

hearingI to be held before this Commi-
sion, at Washington. D. C., on the 21st
day of February, 195G;

It is further ordered, That the Secre-
tary send a copy of this Order to the
licensee by Registered Mall-Return Re-
ceipt Requested.

Released: December 15, 1955.
FEDERAL CoLVrurc.%vzos;s

CorsiISION,
[SEAL] MARY Jtam Monrm,

Secretary.
[F. R. Dc. 55-101CC; Filed, D:. 19, 195;

8:49 a. m.1

[Docket No. 11574]

WARNER AMD TA=LnE RADIO SEnvicE, INC.
ORDER TO SHOW CUSE WHY LIC'NSE FOR

RADIOTELEPHONE STATION SHOULD 1.OT Dr.
REVOKED
There being under conideration the

matter of certain alleged violations of
the Commission's rules in connection
with the operation of station WA-7204,
licensed to Warner and Tamble Radio
Service, Inc., P. 0. Box 160, 1emphis 1,
Tennessee and located aboard the vcfsel
"Lm.i Smith"'

It appearing that notices of the viola-
tions of the Commisslon's rules in the
operation of said station were given the
licensee as follows:

(a) Notice dated June 6, 1955, specI-
fying among other things, that on March
25, 1955, said licensee had violated cee-
tion 8.364 of the Commission's rules by
failure to announce the assigned cal
letters at the beginning and conclusion
of its communications;

(b) Notice dated July 22, 1955, ,cnt by
Registered Mail, Return Receipt Re-
quested, which was received by the licen-
see on July 26, 1955, calling attention
to the above-noted violation and also the
further violation of zection 8.G01 (a) of
Commission's rules for failure to re-'pond
thereto. This notice also requested a
reply within 10 days of receipt;

It further appearing that as of this
date the licensee has not answered either

'Section 1.402 of the Commilnion's rules
provides that In order to have the oppor-
tunity to appear before the Commiss-on at
the time and place specified In an order to
show cause, a licensee shall within thirty
(30) days from the date of the receipt of a
show cause order submit a written statement
informing the Commission whether raid li-
censee wll appear at the dezignated hearin-
and present evidence upon the matters spccl-
fled, or whether the rlght- to such a hear-
ing are waived. Waiver of the hearing may
be accompanied by a statement setting forth
the reasons why the l1censcco believes that
an order of revocation should not be issued.
A waiver unaccompanied by such a sttc-
ment will be deemed to be an admLsson of
the allegations rpecified in the order to
show cause. Failure to respond to a &how
cause order within the above-mentioned
thirty (30) day period, or, havnLg Informed
the CommIlon in writing within the atove-
mentioned thirty (30) day perld that the
licensee will appear at the hearing and pre-
sent evidence upon the matter rpcezfled and
then failing to appear at the bearing, im
be deemed to be a waiver of the rlht to a
hearing and an admirsion of the all gtions
speclfied In the order to show cause.

of the above-mentioned official violation
noticez;

It is ordered, This 14th day of Dacem-
ber 1955 pursuant to the provisions of
section 312 (c) of the Communications
Act of 1934, as amended, that the said
Warner and Tamble Radio Service, Inc.,
P. 0. Box 166, Memphis 1, Tennessee,
show cause why the aforementioned li-
cense should not be revoh'ed and appear
and give evidence in respect thereto at a
hearingI to be held before this Commis-
sion at Washington, D. C., on the 13th
day of February 1956;

It is further ordered, That the Secre-
tary send a copy of this Order to the
licensee by Registered Mail--Return Re-
ceipt Requested.

Released: December 15, 1955.
FzDnzrAL COLrIUICATIOIIS

Connsslou,
[sar,] MA Y JirM MoRRIs,

Secretary.
[1. n. Dac. 05-1017; Piled. D3. 10, !955;

8:49 .m.]

[D:,clt o. 115751

rmssissxprz VArL"x B.n-n Lnm Co.

OIDzf TO SHOW CAU- vH LICEISE FOn
rIADIOZSLEPHONIE STATION SHOULD NOM

There being under consideration the
matter of certain alleged violations of
the Commiion's rules in connection
with the operation of station WA-7349
licensed to the Misisaippl Valley Barge
Line Company, 1017 Olive Street, St.
Louis, Miszouri, and located aboard the
veszel "Louisana";

It appearing that notices of the vmola.-
tions of the Commrision's rules in the
operation of sAd station were given the
licensee as follows:

(a) Notice dated May 18, 1955, speci-
fying, among other things, that said
licensee on April 24, 1955, failed to an-
nounce call letters at the beginning and
upon conclusion of communications in
violation of section 8.364 of the Commis-
slon's rules.

(b) Notice dated July 25, 1955, by
Registered Mall, Return Receipt Re-
quested, warning the licensee concerning
the above violation and failure to re-
spond thereto in violation of section
0.601 (a) of the Commission's rules.
This notice was received by the licensee
on July 27, 1955, and requested a re-
sponce within 10 days of receipt;

It further appearing that as of this
date the licensee has not answered either
of the above-mentloned official violation
notices;

It is ordered, This 14th day of Decem-
ber 1955 purzuant to section 312 (e) of
the Communications Act of 1934, as
amended, that the said Mississippi Valley
Barge Line Company show cause why
the aforezaid licUen should not be re-
voL-ed and appear and give evidence in
respect thereto at a hearing1 to be held
before this Commisson at Washington,
D. C., on the 15th day of February 1956;

It is further ordered, That the Secre-
tary Cend a copy of this Order by Rez-
istered Malil, Return Receipt Requested,
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to the said Mississippi Valley Barge Line
Company, 1017 Olive Street, St. Lowis,
Missouri.

Released: December 15, 1955.
FEDERAL COMMUNICATIONS

Com sSSION,
[SEAL] MARY JANE MORRIS,

Secretary.
[F. R. Dc. 55-10168; Filed, Dec. 19, 1955;

8:49 a. m.]

[Dbcket No. 11576]

DUNCAN CAMERON

ORDER TO SHOW CAUSE WHY LICENSE FOR
RADIOTELEPHONE STATION SHOULD NOT BE
REVOKED

There being under consideration the
matter of certain alleged violations of
the Commission's rules in connection
with the operation of station WE-5783
licensed to Duncan Cameron and located
aboard the vessel "Kimberly"-

It appearing that notices of the vio-
lations of the Commission's rules in the
operation of said station were given to
the licensee as follows:

(a) Notice dated June 8, 1955, speci-
fying, among other things, that on April
21 and 22, 1955, said licensee violated
section 8.364 of the Commission's rules
by failing to announce the assigned call
letters at the beginning and at the end
of the communication;

(b) Notice dated July 22, 1955, sent
by Registered Mail, Return Receipt Re-
quested, received by the licensee on July
29, 1955, calling attention to the above
noted violations and also the further vio-
lation of section 8.601 (a) of the Com-
mission's rules for failure to reply there-
to. This notice also requested a re-
sponse within 10 days of receipt;

It further appearing that as of this
date the licensee has not answered either
of the above-mentioned official violation
notices;

It is ordered, This 14th day of Decem-
ber 1955 pursuant to the provisions of
section 312 (c) of the Communications
Act of 1934, as amended, that the said
Duncan Cameron, P O. Box 1906, Fort
Myers, Florida, show cause why the
aforementioned license should not be re-
voked and appear and give evidence in
respect thereto at a hearing 1 to be held
before this Commission at Washington,
D. C., on the 21st day of February, 1956;

:Section 1.402 of the Commission's rules
provides that In order to have the opportu-
nity to appear before the Commission at the
time and place specified in an order to showr
cause, a licensee shall within thirty (30) days
from the date of the receipt of a show cause
order submit a written statement informing
the Commission whether said licensee will
appear at the designated hearing and present
evidence upon the matters specified, or
whether the rights to such a hearing are
waived. Waiver of the hearing may be ac-
companied by a statement setting forth the
reasons why the licensee believes that an
order of revocation, should not be issued. A
waiver unaccompanied by such a statement
will be deemed to be an admission of the
allegations specified in the order to show
cause. Failure to respond to a show cause
order within the above-mentioned thirty (30)
day period, or, having informed the Commis-
slon In writing within the above-mentioned,

It is further ordered, That the Secre-
tary send a copy of this Order -to, the
licensee by Registered Mail-Return Re-
ceipt Requested.

Released: December 15, 1955.
FEDERAL COMMUNICATIONS

COM tISSION,
[SEAL] MARY JANE MORRIS,

Secretary.
[IF. R. Doec. 55-10169; Filed, Dec. 19, 1955;

8:49 a. m.]

[Cuba Change List 6]

CUBAN RADIO STATIONS

NOTIFICATION OF NEW STATIONS, CIIANOES,
MODIFICATION -AND DELETIONS OF EXIST-
ING STATIONS

NOVEMnEn 18i 1055.
Notification of new Cuban radio sta-

tions, and of changes, modification and
deletions of existing stations, In accord-
ance with part III, section F, of the North
American Regional Broadcasting Agree-
ment, Washington, D. C. 1950.

Call Probable (late of

letters Location Power (kw) An- Sied. 01 ri ofrlb i I opeatiot
_____~tmi __ _ _ __ _ _ _ _ _ _ _ mentofii ra oil(II

OSO kilocydce

CMfQ ...... Habana, Habana ................. 0 .to ..... DA-1 U I-D

40 kilocycles

C LAB .... PinarderRio --------------------- 5 .............. ND U II
700 kilocycles

CMCH .... Habana, Habana .................. 10---------DA-I U II-E

910 Iclocydes

New ----- Matanzas ------------------------ 0.25 ........... ND U IV Synclroniaed with
. 970 kilocycdes

CiMZ ..... Santa Cra, LasVillas ............I -.....------- ND U II Provislonaloptratis,

1160 kilociles

CMCM ---- Habana, Habana (vide: 1460 kc) 0.25 --------- ND U III Mar. 20,19,
(delete).

M00 kilocydes

CNIDD .... Bayamo, Orient .................. 0.25 --------- ND U II Dee. 10,1951.

1260 kllocycles

CMDE .... Dayamo, Oriente .................. 0.25 --------- ND U IV

1290 kilocycles

CMDC.... Holguin, Oriente (vide: 1360kc) .... I ------------- ND U III

1360 Afasocydes

CMBG..... Iabana Habana (change in call 0.25 ---- -- ND U IVietters5.
CMDO_..-. Holglm, Oriente (PO: 1200 kc 1 ID/SN ........ ND U I

kw).
1460 kilocldes

C-Z ...... Habana (vide:1560ks) (delete)-- 0.5 ............ ND U II

1400 kiloCgdes

CMOX .... Habana (change in call letters) ..... 0.25 ........... ND U IV

1660 kilocyce,

CMZ ---- Habana (PO:0.5 kw 1400 kc) ....... 5 ............. ND U II
1680 Ailacycle

CMIS .. .Ciego do Avila, Camaguey (cor- 0.25 ........... ND U it
reetion of error in callletters).

[SEAL)
FEDERAL COMMUNICATIONS COMMISSION,
MARY JANE MORRIS,

Secretary.

IF. R. Doec. 55-10171; Filed, Dec. 19, 1955; 8:50 a. m,]

[Docket No. 11579]

SCHOONER CORP.

ORDER TO SHOW CAUSE WHY LICENSE FOR
RADIOTELEPHONE STATION SHOULD NOT BE
-REVOKED

There being under consideration the
matter of certain alleged violations of

thirty (30) day period that the licensee will
appear at the hearing and present evidence
upon the matter specified and then failing
to appear at the hearing, will be deemed to be
a waiver of* the right to a hearing and an
admission of the allegations specified in the
order to show cause.

the Commission's rules In connection
with the operation of station WC-4703,
licensed to Schooner Corporation, 20 Fish
Pier, Boston 10, Massachusetts, and lo-
cated aboard the vessel "Ocean Clipper":

It appearing that notices of the viola-
tions of the Commission's rules were
given the licensee as follows:

(a) Notice dated July 27, 1955, speci-
fying among other things, that said
licensee on July 12, 1955, had violated
the following Commission's rules:

(1) Section 8.364 (a) by failing to
identify the aforesaid station by the
assigned call sign;
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(2) Section 8.131 by operating with a
frequency deviation greater than the
tolerance allowed.

(b) Notice dated September 28, 1955,
sent by Registered Mail, Return Receipt
Requested, wnch was received by the
licensee on September 29, f955, calling
attention to the above noted violations
and the further violation of section
8.601 (a) for failure to reply thereto.
The licensee was also requested to re-
spond within ten days of receipt;

It further appearing that as of this
date the licensee has not answered either
of the above-mentioned official violation
notices;

it is ordered, This 14th day of Decem-
ber 1955, pursuant to the provisions of
section 312 (c) of the Communications
Act of 1934, as amended, that the said
Schooner Corporation, 20 Fish Pier,
Boston 10, Massachusetts, show cause
why the aforementioned license should
not be revoked and appear and give evi-
dence in respect thereto at a hearingI
to be held before this Commssion at
Washngton, D. C., on the 17th day of
February, 1956;

FEDERAL REGISTER

It is further ordered, That the Secre-
tary send a copy of this Order to the
licensee by Registered .Tail-Return
Receipt Requested.

Released: December 15,1955.
FEDERAL CO=IUNICATIOl.S

COMnMSzoI;,
[SEAL] MARY JANE MonnIS,

Secretary.
IF. R. Doec. 55-10170: Filed, Dec. 10, 1055:

8:50 a. n.I

[Cuba Change List 71
CUBAN RADIO STATIONS

NOTIFICATION OF NEW STATIONS, CHAGES,
LIODIFICATION AND DELETION4S OF EIST-
ING STATIONS

% NovEnUI 25, 1955,
Notification of new Cuban radio sLta-

tions, and of changes, modification and
deletions of existing stations, in accord-
ance with part III, section F of the North
American Regional Broadcasting Agree-
ment, Washington, D. C., 1950.

call Location rower (kw) tA hd- C L l cr camm -letters tea nzat WX fc lommi m

CfH[N_. Cienfuegos, Las Villas ..... 1D ....... ND U Ix

I'm5 kilordes

C'MHA__. Santa Clara, Las Vlas ........... I ........... ND U III Ccrrcn ro p5-.

FEDERAL COMMLUNICATIONS ConnsIOnr,
[SEAL] MALY JANE MoRRIs,

Secretary.
[F. P.. Doc. 55-10172; Filed, Dec. 19, 1955; 8:50 a. in.]

FEDERAL POWER COMMISSION
[Docket Nos. G-8854--8864 etc.]

C. R. RIDGWAY ET AL.

NOTICE OF SEVERANCE

DECEMBER 14, 1955.
In the matters of C. R. Ridgway and

W B. Ridgway, Docket Nos. G-8854-

2Section 1.402 of the Commission's rules
provides that in order to have the oppor-
tunity to appear before the Commission at
the time and place specified in an order to
show cause, a licensee shall within thirty
(30) days from the date of the receipt of a
show cause order submit a written statement
informing the Commission whether caid
licensee will appear at the designated hear-
ang and present evidence upon the matters
specified, or whether the rights to such a
hearing are waived. Waiver of the hearing
may be accomnanied by a statement setting
forth the reasons why the licensee believes
that an order of revocation should not be
issued. A waiver inaccompanied by such a
statement will be deemed to be an adm'l3ion
of the ailegations specified in the order to
show cause. Failure to respond to a show
cause order within the above-mentioned
thirty (30) day period, or, having informed
the Commision in writing within the above-
mentioned thirty (30) day period that the
licensee will appear at the hearing and pre-
sent evidence upon the matter specified and
then failing to appear at the hearing, will be
deemed to be a waiver of the right to a
hearing and an admission of the allegatlons
specified in the order to show cause.

G-8864, Incl., Granite OR Trust No. 2
of Oklahoma, Docket No. G-8915; A. J.
Hodges Industries, Inc., Docket No.
G-8975; States Oil Company. et a].,
Docket No. G-8992; Robert B. Prentice,
et al., Docket No. G-9018: W Earl Rowe,
et al., Docket No. G-9026; Sunray Mid-
Continent Oil Company, Docket No.
G-9043; Flanders Gas & Oil Company,
Docket No. G-9052; J. C. Vaughan, Jr.,
Docket No. G-9160; A.E. Coutant, Docket
No. G-9167.

By notice issued November 30, 1955,
the above-captioned proceedings were
consolidated and set down for hearing
in Washington, D. C., on December 20,
i155.

Each of the above applications for cer-
tificate of public convenience and ne-
cessity involves the sale of natural gas
in interstate commerce to United Gas
Pipe Line Company for resale. In addi-
tion, however, the proceeding in Docket
No. G-9052 involves an application for a
certificate authorizing the acquisition
of natural-gas properties.

It appears appropriate, therefore, to
sever Docket No. G-9052 from the above-
captioned proceedings, and to that end:

The proceeding in Docket No. G-9052
be and It is hereby severed from the pro-
ceedings consolidated with Docket No.
G-8854.

Also take notice that the public hear-
ing concerning the matters involved in
and the issues presented by the applica-
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tion for a certificate of public conven-
fence and necezzity in Docket No.
G-9052 will be held at a date and time
to be fixed by further notice.

[sEAL] LEON M. FuQUAY,
Secretary.

[P. R. D7- 55-10181; Filed. Dec. 19, 1955;
8:52 a. m.I

[Dcketl o. f-I463]
SoUrmrn NAr..unL GAS Co.

NOTICE OF ORDER rXEGARDING CEF.,7CATE;
OF PUBLIC CON1ViEcE ArND MECESSITT

DEcEiIEE 14, 1955.
Notice Is hereby given that on Novem-

ber 29, 1955, the Federal Power Com-
mission Issued its order adopted Novem-
ber 23, 1955. in the above-entitled
matter, modifying order issued Novem-
her 21, 1950 (15 F R. 8095) issuing a
certificate of public convenience and
necessity authorizing the construction
and operation of facilities for the Sale
and delivery of natural gas to Iississippi
Valley Gas Company, In lieu of the North
Central Gas District and the Carthage
Gas District.

[SEAL] LzOri LL FuIQuAY,
Secretary.

[F. I. Doz. 55-10182; Filed, Dec. 19, 1955;
8:52 a.m.L

[Dacket No. G-92181
NATrA. Gas Co. or WESTErN CAOLmNA

NOTICE OF DECLAIIATION OF EXEMMON

Dzcnsxnxn 14,1955.
Notice Is hereby given that on Novem-

ber 29, 1955, the Federal Power Commis-
slon Issued its declaration of exemption
from the provisions of the Natural Gas
Act adopted November 23, 1955, in the
above-entitled matter.

[sEA] LroN M. FuQuAy,
Secretary.

[P. R. Dzz. 55-10183: Filed, Dac. 19, 1955;
8:52 a.ml

[Docket No. G-CO931

Sounonnx PfODUCToN Co., Iuc.
NOTICr OF APPLICATION AND DATE Or

fl-ciEm r 14,1955.
Take notice that Southern Production

Company, Inc. (Applicant) a Delaware
corporation whoze address is Fort Worth,
Texas, filed on NRovember 26, 1954, an
application for a certificate of public
convenience and necessity to continue
making salez in interstate commerce of
natural gas for rezale, pursuant to sec-
tion 7 of the Natural Gas Act, author-
izing Applicant to render service as
hereinafter described, subject to the
jurisdiction of the Commission, all as
more fully reprezented in the application
which L. on file with the Commission
and open for public Inpaction.

Applicant produces natural gas from
the Panhandle and Sprayberry Trend
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Ghs Fields located in Gray, Upton, Rea-
gan, Midland and Glasscock Counties,
Texas, which it sells in rters/ate com-
merce to the following buyers for resale:
Phillips Petroleum Company who resells
to Northern Natural Gas Company, Con-
solidated Gas Utilities Company and
Permian Basin Pipe Line Company, also
sales are made to Texas Gas Production
Corporation for resale to El Paso Natural
Gas Company. The natural gas so pur-
chased by Northern Natural Gas Com-
pany, Consolidated Gas Utilities Com-
pany, Pernian Basin Pipe Line Company
and El Paso Natural Gas Company is
transported in interstate commerce and
resold for ultimate public consumption
by each of them.

Tins matter is one that should be dis-
posed of as promptly as possible under
the applicable rules and regulations, and
to that end:

Take further notice that, pursuant to
the authority contained in and subject
to the jurisdiction conferred upon the
Federal Power Commission by sections
7 and 15 of the Natural Gas Act, and the
Commission's rules of practice and pro-
cedure, a hearing will be held on Janu-
ary 13, 1956, at 9:30 a. m., e. s. t., in
a hearing room of the Federal, Power
Commission, 441 G Street NW., Washing-
ton, D. C., concerning the matters in-
volved in and the issues presented by
such application: Provmded, however
That the Commission may, after a non-
contested hearing, dispose of the pro-
ceedings pursuant to the provisions of
section 1.30 (c) (1) or (c) (2) of the
Commission's rules of practice and pro-
cedure. Under the procedure herein
provided for, unless otherwise advised,
it will be unnecessary for Applicant to
appear or be represented at the hearing.

Protests or petitions to intervene may
be, filed with the Federal Power .Com-
mission, Washington 25, D. C., in ac-
cordance with the rules of practice and
procedure (18 CFR 1.8 or 1.10) on or
before January 6, 1956. Failure of any
party to appear at and participate in
the hearing shall be constrjed -as waiver
of and concurrence in omission herein
of the intermediate decision procedure
in cases where a request therefor is
made.

[SEAL] LEON M. FUQUAY
Secretary.

[F. n. Doc. 55-10175; Filed, Dec. 19, 1955;
8:50a m.]

[Project No. 731]
P. E. HARRIS AND CO. AND ORGANIZED

VILLAGE OF KAxE, ALASKA
NOTICE OF ORDER APPROVING TRANSFER OF

LICENSE (MINOR)
DECEMBER 14,1955.

Notice is hereby given that on No-
vember 30, 1955, the Federal -Power
Commission issued its order adopted
November 23, 195t, approving transfer
of license (Minor) in the above-entitled
matter.

[SEAL] LEON M. FUQUAY,
Secretary.

[F. R. Doc. 55-10184; Filed, Dec. 19, 1955;
8:52 a. m.]

NOTICES

[Docket No. G-6749 etc.]

DOUGLAS WHITAXER ET AL.

NOTICE OF APPLICATIONS AND DATE OF
HEARING

DECEMBER 14, 1955.
In the matters of Douglas Whitaker,

Docket No. G-6749; Sid Richardson
Gasoline Co., Docket No. G-6751, Ojai
o & G Corporation, Docket No. Q-6752;
Sun Oil Company, Docket Nos. G-6833
to G-6839 incl., and G-6889; Houston
Oil Company of Texas, Docket No. G-
6849; Beaver Lodge Oil Corporation,
Docket No. G-6886; J. R. Howe and G. D.
Beauchamp, Docket No. G-6938; Pecos
Company DocketNo. G-6943.

There were filed on November 30, 1954,
with the Federal Power Commission ap-
plications as hereinafter specified.
Docket No., Address; Location of field; Buyer

G-6749; Shreveport, Lousislaha; Sibley
Field, Webster Parish, Louisiana, Arkansas-
Louisiana Gas Company.

G-6751; Fort Worth, Texas; Keystone Field,
Winkler County, Texas; El Paso Natural Gas
Company.

G-6752; Fort Worth, Texas; Keystone Field,
Winkler County, Texas; El Paso Natural Gas
Company.

G-6833; Philadelphia, Pennsylvania (Ad-
dress of Applicant Sun Oil Company, who has
filed applications in Docket Nos. G-16833 to
G-6839 incl. and G-6889; North Starks Field,
Beauregard and Calcasieu Parishes, Louisi-
ana; Transcontinental Gas Pipe Line Corpo-
ration.

G-6834; East Gibson Field, Terrebonne
Parish, Louisiana; United Gas Pipe Line
Company.

G-6835; Gist Field, Jasper and Newton
Counties, Texas; Standard Oil Company of
Texas.

G-6836 and G-6838; Eagan Field, Acadia
Parish, Louisiana; Transcontinental Gas
Pipe Line Corporation.

G-6837; Midland, Grand Chenier, and Hog
Bayou Fields, Acadia Parish, Louisiana; Ten-
nessee Gas Transmission Company.

G-6839; Hankamer, Gilbert Ranch, North
Winnie and Stowell Fields, Chambers, Jeffer-
son, and Liberty Counties, Texas; Texas
Eastern Transmission Corporation.

G-6889; Eugene Island Field, Louisiana;
United Gas Pipe Line Company.

G-6849; Houston, Texas; Koontz Field,
Victoria County, Texas; United Gas Pipe
Line Company.

G-6886; Dallas, Texas; San Juan Basin
Area, San Juan and Rio Arriba Counties,
.New Mexico; El Paso Natural Gas Company.

G-6938; San Antonio, Texas; Kelsey Field,
Starr County, Texas; Sun Oil Company.

G-6943; Lubbock, Texas; Benedum, Tex
Harvey, and Santa Rosa Fields, Upton, Mid-
land and Pecos County, Texas; El Paso Nat-
ural Gas Company.

Each has filed an application for a cer-
tificate of public convenience and neces-
sity pursuant to section 7 of the Natural'
Gas Act, authorizing Applicants to ren-
der services as hereinbefore described,
subject to the jurisdiction of the Com-
mission, all as more fully represented in
their respective applications which are
on file with the Commission and open for
public inspection.

Applicants produce and sell natural
gas for transportation in interstate com-
merce for zesale, as indicated above.

These related'matters should be heard
on a consolidated record and disposed of
as promptly as possible under the ap-

plicable rules and regulations, and to
that end:

Take further notice that, pursuant to
the authority contained in and subject to
the jurisdiction conferred upon the Fed-
eral Power Commission by sections 7 and
15 of the Natural Gas Act, and the Com-
mission's rules of practice and procedure,
a hearing will be held on January 20,
1956, at 9:30 a. m., e. s. t., in a hearing
room of the Federal Power Commission,
441 G Street NW., Washington, D. C,,
concerning the matters involved in and
the issues presented by such applica-
tions: Provided, however, That the Com-
nisslon may, after a non-contested hear-
ing dispose of the proceedings pursuant
to tlhe provisions of section 1.30 (a) (1)
or (c) (2) of the Commission's rules of
practice and procedure. Under the pro-
cedure herein provided for, unless other-
wise advised, it will be unnecessary for
Applicants to appear or be represented
at the hearing.

Protests or petitions to intervene may
be filed with the Federal Power Commis-
sion, Washington 25, D. C., in accordance
with the rules of practice and procedure
(18 CFR 1.8 or 1.10) on or before Janu-
ary 5, 1956., Failure of any party to ap-
'pear at and participate in the hearing
shall be construed as a waiver of and
concurrence in omission herein of the
intermediate decision procedure in cases
where a request therefor Is made.

[SEAL] LEON M. F UQUAY,
Secretary.

[F. n. Doc. 55-10176, Filed, Doc. 10, 19:
8:51 a.m.]

[Docket No. -6649]
MONTANA-DAKOTA UTILITIES CO,

NOTICE OF ORDER AUTHORIZING ISSUANCE OF
PREFERRED STOCK

DECEM ER 14, 1055.
Notice is hereby given that on Novem-

ber 30, 1955, the Federal Power Commis-
sion Issued its order adopted Novem-
ber 29, 1955, authorizing Issuance of
preferred stock In the above-entitled
matter.

[SEAL] LEON M. FOQUAY,
Secretary.

[F. H. 'Doc. 55-10177: Filed, Dec. 19, 19551
8:51am.]

[Docket Nos. G-4454, G-9260]

HOPE NATURAL GAS CO.

NOTICE OF FINDINGS AND ORDER

DECEM Z R 14, 1955,
Notice is hereby given that on Novem-

ber 29, 1955, the Federal PowerCommis-
sion issued Its findings and order adopted
November 23, 1955, in the above-entitled
matters, Issuing certificate of publl
convenience and necessity and authoriz-
ing abandonment of service to Carnegie
Natural Gas Company.

[SEAL] LEON M. FUQUAZ
Secretary.

IF. R. Doc. 55-10178; Filed, Dec. 19, 1965,
8:51 a. m.]
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[Docket No. G-9116 etc.]

UNITED GAS PIPE LINE Co. ET AL.

'NOTICE OF FINDIINGS AM ORDERS

DEcELIBER 14,1955.
-In the matters of United Gas Pipe Line

Company, Docket No. G-9116; Trans-
continental Gas Pipe Iane Corporation,
Docket No. G-9117; Summers Oil and
Gas Company. Docket No. 0-9139; Price
Gas Company, Docket No. G-9245.

Notice is hereby given that on Novem-
ber 29, 1955, the Federal Power Commis-
sion issued its findings 'and orders
adopted November 23. 1955, issuing cer-
tificates of public convenience and neces-
sity in the above-entitled matters.

[SEAL] LZON I. F QUAY,
Secretarg.

[f. 1%. Doe. 55-10179; Filed, Dec. 19, 1955;
B:51 a.m -]

IDocket No. G-8588]

THoLiss A. KENDALL ET AL.
NOTICE OF APPLICATION AISD DATE OF

3EARNG

DeOmSm 14, 1955.
In the matters of Thomas A. Kendall,

E. Allen Phipps, George Ogle, Marton L.
Fearey and wife, Mary S. Fearey, Charles
Cooley, Maxwell M6. Belding, Thatcher
W Worthen, W. N. Swery, Robert Fulton
Sears, Olaf Mineral Development Corp.,
Joseph W Worthen, Sidney A. Stewart,
William H. Winn, Earl Smith, Joe Bart
Moore.

Take notice that Thomas A. Kendall,
an individual -whose address is 214
Travis Building, San Antonio 5, Texas,
as operator of the hereinafter described
lease and agent for the remaining parties
as captioned above, filed, on March 15,
1955, for and on behalf of himself and
aforesaid parties (Applicants) an appli-
cation for certificates of public conveni-
ence and necessity pursuant to section
7 of the Natural Gas Act, authorizing
Applicants to render service as herein-
after described, subject to the jursdic-
tion of the Commission, all as more fully
represented in the application which is
on file with the Commission and open
for public inspection.

Applicants propose to sell natural gas
m interstate commerce from production
of 170 acres of a lease, Blancona Field,
East Central Bee County, Texas, to
United Piipe Line Company for resale.

This matter is one that should be dis-
posed of as promptly as possible under
the applicable rules and regulations and
to that end:

Take further notice, that, pursuant to
the authority contained in and subject
to the jurisdiction conferred upon the
Federal Power Commission by sections
7 and 15 of the Natural Gas Act, and the
Commission's rules of practice and pro-
cedure, a hearing will be held on Monday,
January 23, 1956, at 9:30 a. m., e. s. t,
in a Hearing Room of the Federal Power
Commission, 441 G Street, NW., Wash-
ington, D. C., concerning the matters
involved in and the issues presented by
such application: Provided, however,
That the Commission may, after a non-
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contested hearing, di spoe of the pro-
ceedings pursuant to the provid ons of
section 1.30 (o) (1) or (c) (2) of the
Commission's rules of practice and pro-
cedure. Under the procedure herein pro-
vided for, unless otherwise advised, It will
be unnecessary for Applicants to appear
or be represented at the hearing.

Protests or petitions to intervene may
be filed with the Federal Power Commis-
sion, Washington 25, D. C., in accordance
with the rules of practice and procedure
(18 CFR 1.8 or 1.10) on or before January
2, 1956. Failure of any party to appear
at and participate In the hearing shall
be construed as waiver of and concur-
rence in omission herein of the inter-
mediate decision procedure in caces
where a request therefor is made.

[SAL] LxoN, M. FucuAY,
Secrctary.

[F. R. Do. 55-10180: Filed, Dec. 19, 1005;
8:51 a.m.]

SECURITIES AND EXCHANGE
COMMISSION
[File No. 2-D-14301

Tans-Cou~nmnTAL URAnru, Corl.

ORDER TEIPORARILY SUSMPDING EESIP-
TION, STATELIENT OF RASONS THIUEFOn,
AID NOTICE OF OPORTUITY FOR HEAIIG

Drcz rn 13,1935.
L Trans-Continental Uranium Corpo-

ration, a Nevada corporation, 358 South
Third East Street, Salt Lake City, Utah,
having filed with the Commission on Oc-
tober 1, 1954, a notification on Form 1-A,
and subsequently filed amendments
thereto, relating to a proposed public of-
fering of 3,000,000 shares of common
stock, par value 10 cents, at 10 cents per
share for the purpose of obtaining an
exemption from the reaistration require-
ments of the Securities Act of 1033, as
amended, pursuant to the provisions of
section 3 (b) thereof and Regulation A
promulgated thereunder; and:

II. A. The Commision having rea-
sonable cause to believe that the ts.rms
and conditions of Regulation A have not
been complied with in that the company
has failed to file on Form 2-A reports of
sales as required by Rule 224 of Rvgula-
tion A,

B. The Commission having been ad-
vised that Justin Steppler, Inc., a prin-
cipal underwriter of the cecurltles of-
fered, and Beverly I. Steppler, a director
of the Issuer, have been permanently en-
joined by the New York State Supreme
Court, County of New York, from engag-
ing in the business of acting as a broker
or dealer in securities in the State of
New York.

In. It is ordered, Pursuant to Rule
223 (a) of the General Rules and Regula-
tions under the Securities Act of 1933
that the exemption under Regulation A
be, and it hereby is, temporarily sus-
pended.

Notice is hereby given that any parzon
having any interest in the matter may file
with the Secretary of the Commislion a
written request for a hearing; that, with-
in 20 days after receipt of such request,
the Commission will, or at any time upon

its own motion may, set the matter down
for hearing at a place to be designated
by the CommiL-ion for the purpose of de-
termining whether this order of suspan-
sion should be vacated or made perma-
nent, without prejudice, however, to the
consideration and presentation of addi-
tional matters at the hearing; and that
notice of the time and place of said hear-
ing will be promptly given by the Com-
mission.

It is fLurther ordered, That this order
and notice shall be served upon Trans-
Continental Uranium Corporation, 353
South Third East Street, Salt Lake City,
Utah, Justin Steppler, Inc., 15 Exchange
Place, Jersey City 2, New Jersey and Reg-
istrar and Transfer Co., 15 Exchange
Place, Jersey City 2, Nlew Jersey, per-
sonally or by registered mal or confirmed
telegraphic notice, and shall be published
In the FnD=L R sr=n.

By the Commlssion.

[sEAL] OZvAL I DuBoIs,
Secretary.

[P. . Do:. 05-10143; FileI, D=c. 19, 1955;
8:45 a.m.]

[2MD-13231

Z=nnzr Unrmauzi & MInZnG Co1rn.
0nDL T=-_POARILY SU5Iz)nIDG =rP-

TION, cTATES o o:.Or rM,1E-so RT oz,

lzc =mn=- 13, 1955.
I. Zenith Uranium & MJining Corp., 351-

South State Street, Salt Iake City, Utah,
having filed with the Commission on
July 12, 1934, a Notification on Form 1-A
and an cffering circular, and having sub-
cequently filed amendments thereto on
July 30 and Au-ut 2, 1954, relating to a.
proposed public offering of 300,000 shares
of 1 cant par common stock at $1 par
,hare, for the purpose of obtaining an
exemption from the registration reqmre-
ments of the Securities Act of 1933, as
amended, pursuant to the provisions of
section 3 (b) thereof and Regulation A
promulgated thereunder; and,

IL A. The Comminionhavingreason-
able cauze to believe that the terms and
conditons of R2gulation A have not been
complied with in that the i-uer has
failed to file reports of sales on Form 2-A
as required by Rule 224; and,

B. The Commission having been ad-
vised that a consent order was entered
on October 31, 1935, in the.United States
District Court for the District of Masza-
chuzetts, permanently enjoining Daniel
Id. Sheehan, Jr., doing business as Shee-
han & Company, a director and promoter
of the company, who is also the principal
underwriter of the securities proposed to
be offered hereunder, from further viola-
tions of section3 10 (b), 15 (c) (1) and
17 (a) of the Securities Exchange Act of
1934 and the Rules and Re-ulations
promulgated thereunder, in connection
with the purchase and sale of any
securlty.

I. It is ordered, Pursuant to Rule 223
(a) of the general rules and regulations
under the Securities Act of 1933, as
amended, that the exemption under
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NOTICES

Regulation A be, and it hereby is, tem-
porarily suspended.

Notice is hereby given that any person
having any interest in the matter may
file with the Secretary of the Commis-
sion a written request for a hearing;
that, within 20 days after receipt of such
request, the Commission will, or at any
time upon its own motion may, set the
matter down for hearing at a place to
be designated by the Commission for
the purpose of determining whether this
order of suspension should be vacated
or made permanent, without prejudice,
however, to the consideration and pres-
entation of additional matters at the
hearing; and that notice of the time and
place for said hearing will be promptly
given by the Commission.

It is further ordered, That this order
and notice shall be served upon Zenith
Uranium & Mining Corp. and Danel VL
Sheehan, Jr., doing business as Sheehan
& Company, 79 Milk Street, Boston,
Massachusetts, personally or by regis-
tered mail or by confirmed telegraphic
notice, and shall be published in the
FEDERAL REGISTER.

By the Commission.
[sEAL] ORVAL L. DuBois,

Secretary.
JF. R. Doe. 55-10144; Filed, Dec. 19, 1955;

- 8:45 a.m.1

[File No. 27-611

VIGORELLI OF CANADA LTD.

ORDER TEMPORARILY SUSPENDING EXEMP-
TION, STATEMENT OF REASONS -THEREFOR,
AND NOTICE OF OPPORTUNITY FOR
HEARING

DECEMBER 13,1955.
Vigorelli of Canada Ltd. having filed

with the Commission on August 9, 1954,
for the purpose of obtaining an exemp-
tion from the registration requirements
of the Securities Act of 1933, as amended,
pursuant to the provisions of section 3
(b) thereof and Regulation D there-
under, a Notification on Form 1-D re-
lating to a proposed offering of 96,770
shares of Common Shares ($1 Par Value)
and 96,770 shares of 8 percent Cumula-
tive Redeemable Preferred Shares ($2
Par Value) for an aggregate public offer-
Ing price of $299,987,

The Commission having been advised
that the terms and conditions of said
Regulation D have not been complied
with in that Vigorelli of Canada Ltd. has
failed to Me a report on Form 2-D for
the six months period following the com-
mencement of the offering as required
by Rule 510 of Regulation D, and has
Ignored requests by the Commission's
staff for the filing of such report:

It is ordered, Pursuant to Rule 509 (a),
of the general rules and regulations un-
der the Securities Act of 1933, as
amended, that the exemption of Vigorell
of Canada Ltd. under section 3 (b) and
Regulation D be, and it hereby is, tempo-
rarily suspended.

Notice is hereby given that any person
having any interest in the matter may
Me with the Secretary of the Commis-
sion a written request for a hearing;

that, within 20 days after receipt of such
request, the Commission will, or at any
time upon ts own motion may, set the
matter down for hearing at a place to be
designated by the Commission for the
purpose of determining whether this
order of suspension should be vacated
or made permanent, without prejudice,
however, to the consideration and pres-
entation of additional matters at the
hearing; and that notice of the time and
place for said hearing will be promptly
given by the Commission.

It is further ordered, That this order
and notice shall be served upon Vigo-
relli of Canada Ltd., Crisona Brothers,
B. Fennekohl & Co. and Toronto General
Trusts Corporation personally or by reg-
istered mail or by confirmed telegraphic
notice, and shall be published in the
FEDERAL REGISTER.

By the Commission.
[SEAL] ORVAL L. DuBois,

Secretary.
[F. R. Doe. 55-10145; Filed, Dec. 19, 1945;

8:45 a.m.]

[File No. 812-976]
AMERICAN RESEARCH AND DEVELOPMENT

CORP. AND PAUL VALVE CORP.
NOTICE OF FILING REQUESTING ORDER EX-

ELIPTING PROPOSED TRANSACTION BE-
T'WEEN AFFILIATES

DECEMBER 14,1955.
Notice is hereby given that American

Research and Development Corporation
("Research") a registered closed-end
nondiversified investment company, has
filed an application pursuant to section
17 (b) of the Investment Company Act of
1940 ("act") seeking an order exempting
the proposed transaction, described be-
low, from the prohibition contained in
section 17 (a) (2) of the act.

Paul Valve Corporation ("Paul"), a
New Jersey corporation organized in
1947, is engaged in the sale of valves for
use in pulp mills, chemical process plants,
product pipelines and other industrial
applications.

Pursuant to a plan of reorganization
consummated in April 1955, Paul ex-
changed new 10 cent par value common
stock for all of its previously outstanding
securities. Research received 22,621
shares of new common stock of Paul (22.6
percent of the new stock outstanding) in
exchange for $62,000 principal amount of
debentures and 26,040 shares of old com-
mon stock of Paul. which it then held.
This transaction was exempted by order
of the Commsion dated April 14, 1955
(Investment Company Act Release No.
2133)

It is stated that notwithstanding the
reorganization-Paul's business and credit
has not unproved; operations for the first
four months of the fiscal year beginning
May 1, 1955, resulted in a loss of $1,545.
It is also stated that there is no working
capital and no interest among stockhold-
ers sufficientto produce the needed work-
ing capital. Book value of the common
stock of Paul as of September 30, 1955,
amounted to $15,395 of which approxi-
mately $3,400 is applicable to Research's

22.6 percent stock interest. Paul's oper-
ations have been unprofitable In four of
the last five years.

Research now proposes to sell its 22,661
shares of common stock of Paul to
Alexander D. Harvey, President, director,
and holder, together with his wife, of
9,000 shares of the common stock of Paul
(equivalent to 9 percent of the stock out-
standing) for an aggregate considera-
tion of $6,460 or approximately $0,205
per share.

Research's cost of the stock is $04,604
measured, by reference to the cost of
$62,000 for the debentures and $2,604
paid for the old common stock surren-
dered in exchange for 22,661 shares of
new common stock of Paul pursuant to
the reorganization referred to above.
Thus the $6,460 to be received by Re-
search is approximately 10 percent of
Research's original cost, but is substan-
tially in excess ot the book value of Re-
search's Interest of $3,480 in Paul as at
September 30, 1955.

Generally speaking, section 17 (a) (2)
of the act prohibits an affiliated person
of an affiliated person of a registered
investment company from purchasing
any securities from such registered In-
vestment company, with one exception
not applicable here, unless the Commis-
sion upon application pursuant to see-
tion 17 (b) of the act, grants an
exemption from section 17 (a) (2) of
the act after finding that the terms of
the proposed transaction, including the
consideration to be paid, are reasonable
and fair and do not Involve overreaching
on the part of any person concerned,
that the proposed transaction Is consist-
ent with the policy of each registered
investment company concerned, as re-
cited in its registration statement and
reports filed under the act, and Is con-
sistent with the general purposes of the
act.

By virtue of his position as an officer,
director, and as a holder of more than
5 percent of the stock of Paul, Harvey is
an affiliated person of Paul under the
act; Paul Is also an affiliated person of
Research because of the latter's 22.6
percent stock Interest in Paul; there-
fore, since Harvey Is an affiliated person

-of an affiliated person (Paul) of a reg-
istered Investment company (Research),
the proposed transaction is prohibited
by section 17 (a) (2) of the act unless
exempted by the Commission pursuant
to section 17 (b) of the act.

Research asserts that the proposed
transaction was negotiated at arm's
length and that except as stated above,
Research is not affiliated directly or in-
directly with Harvey.

Notice is further given that any in-
terested person may, not later than De-
cember 27, 1955, at 5:30 p. in., submit
to the Commission in writing any facts
bearing upon the desirability of a hear-
ing on the matter and may request that
a hearing be held, such request stating
the nature of his Interest, the reasons for
such request and the issues, If any, of
fact or law proposed to be controverted,
or he may request that he be notified
If the Commission should order a hear-
mg thereon. Any such communication
or request should be addressed: Secre-
tary, Securities and Exchange Commis-



Tuesday, December 20, 1955

sion, Washington 25, D. C. At any time
after said date, the application may be
granted as provided m Rule N-5 of the
rules and regulations promulgated under
the act.

By the Commission.
[sEAL] ORvAL L. DuBois,

Secretary.

[F. R. Doc. 55-10146; Filed, Dec. 19, 1955;
8:46 a.m.]

[Tile No. 7-3428]
GENERAL PUBLIC UTILITIES CORP. AIM

AssoCIATED ELECrIC Co.
NOTICE OF FILING OF APPLICATION-DECLARiA-

TION REGARDING DISSOLUTION OF InTZR-
MIEDIATE HOLDING COMPANY, ACQUISITION
OF ITS ASSETS BY TOP HOLDING COLIPAIlY,
AND CAPITAL CONTRIBUTION TO SUBSIDIARY
OPERATING COIPANY

DECEBE R 14,1955.
Notice is hereby given that General

Public Utilities Corporation ("GPU")
and Associated Electric Company
("Aelec") both registered holding com-
panies have filed with the Commission
an application-declaration pursuant to
the Public Utility Holding Company Act
of 1935 ("act") and have designated sec-
tions 9 (a) 10, 11, 12 (b) and 12 (c)
of the act, and Rules U-42 and U-44 (c)
promulgated thereunder, as applicable
to the proposed transactions, which are
summarized as follows:

GPU, a New York corporation, owns
all of the outstanding securities (con-
sisting of 400,000 shares of common
stock) of Aelec, a Delaware corporation.
It is proposed, if the Commission shall
grant and permit to become effective the
application-declaration in File No. 70-
3050, relating to the proposed merger of
Northern Pennsylvania Power Company
into Pennsylvania Electric Company and
modification of the Commission's order
of December 28, 1951, in File No. 59-32
so as to permit retention m the GPU
holding-company system of Northern
Pennsylvania Power Company, that
Aelec will be dissolved under the provi-
sions of Delaware law and all its assets,
subject to its liabilities, transferred to
GPU. Aelec's principal assets consist of
all the outstanding common stock of
Pennsylvania Electric Company, all of
the outstanding preferred and common
stocks and $4,000,000 principal amount
of debentures of Manila Electric Com-
pany ("Meralco") and all of the out-
standing securities (consisting of 2,000
shares of common stock) of Escudero
Electric Service Company ("Escudero")
The two companies last mentioned are
public utility companies operating in the
Philippines and have been granted ex-
emption from certain provisions of the
act pursuant to section 3 (b) thereof.
Itis proptsed that, after the dissolution
of Aelec and the aforementioned transfer
ef Aelec's assets to GPU, GPU will make
a capital contribution to Meralco of all
of the outstanding common stock of
Escudero.

It is stated that no State or Federal
comnission, other than this Commission,
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has jursdiction over any of the proposEd
transactions, but that the transfer from
Aelec to GPU of all of the outstanding
common stock of ileralco and Ecudero.
and the subsequent transfer by GPU to
Mleralco as a capital contribution of all
of the outstanding common stock of Es,--
cudero, require the approval of the Pub-
lic Service Commission of the Philip-
pines.

Appllcants-declarants stipulate and
agree that the granting and permitting
to become effective of the application-
declaration and the carrying out of the
transactions herein proposed shall not be
deemed, in any manner, to modify or
otherwise affect the Comm Ilons or-
ders, dated August 13. 1942, and Decem-
ber 28, 1951 in File No. 59-32, requiring
the divestiture by GPU of Its Interest in
Escudero and Meralco.

Applicants-declarants request that the
Commission's order granting and per-
mitting to become effective the applica-
tion-declaration contain the recitals
with respect to the transfer by Aelec to
GPU of its assets requisite to meet the
requirements of Sections 1081-1003, in-
clusive, of the Internal Revenue Code of
1954.

Notice is further given that any in-
terested person may, not later than Jan-
uary 5, 1956, at 5:30 p. m., request the
Commission in writing that a hearing be
held on this matter, stating the nature
of his interest, the reason for such re-
quest, and the issues of fact or law, if
any, raised by such filing which he pro-
poses to controvert, or he may request
that he be notified if the Commis-son
should order a hearing thereon. Any
such request should be addressed: Secre-
tary, Securities and Echange Commis-
sion, Washington 25, D. C. At any time
after said date, the application-declara-
tion, as filed or as hereafter amended,
may be granted and permitted to become
effective as provided in Rule U-23 of the
Rules and Regulations promulgated un-
der the Act, or the Commission may
grant exemption from Its rules as pro-
vided in Rules U-20 (a) and U-100 or
take such other action as it may deem
appropriate.

By the Commissslon.
[sEAL] OnvAr L. DuBois,

Secretary.
[F. R. Doc. 55-10147: FIlcd. Dc. 19, 1035;

8:40 a. m.]

[File No. 70-34101
GmML PuBLic U nrxzu= Coa'. Er AL.
ORDER REGARDING AGIlEEN,;T PnOVIDIV G rlto

ALLOCATION OF CONSOLIDATED FEDE AI
INCO =- TAX LIABILIIE

DrcEzMun 14,1955.
General Public Utilities Corporation, a

registered holding company, and Its sub-
sidiary companies, Jersey Central Power
& Light Company, Metropolitan Edison
Company, New Jersey Power & Light
Company, Northern Pennsylvania Power
Company, The Waverly Electrlc Light
and Power Company, Pennsylvania Elec-
tric Company, Blair Fuel Company,
Nineveh Water Company, BrocL-way

light, Heat and Power Company, Em-
ployees Walfare Assoziation, Inc., and
Aszociated Electric Company, having
filed a decLaratlon with the Commisin
pursuant to section 12 (b) of the Public
Utility Holding Company Act of 1935
("ancW) and Rule U-45 (a) promuLated
thereunder regarding a certain proposed
transaction, which is summarized as
follows:

Declarants propose to enter into an
agreement governing the allocation
among -aid companies of the consoli-
dated Federal income tax liability of
such group of companies. It is stated
that the proposed a-ement does not
comply with the exemption promsions of
Rule U-45 (b) (6) in that it provides
that i) commencing with the tax return
for 1954 and thereafter, a company which
elects to claim a deduction for acceler-
ated amortization of emergency facili-
ties, as distinct from normal deprecia-
tion deductions, shall have allocated to
It the-entire tax benefits, and bear the
entire tax burdens, attributable to such
deduction, and (il) commencing with the
year 1955 and thereafter, a company
which elects to claim a foreign tax credit
shall have allocated to it the entire tax
benefits attributable to such credit.

The declaration states that no State
or Federal regulatory body, other than
this Commission, has jurisdiction with
respect to the proposed transaction.

Notice of the filing of said declaration
having been given In the manner pre-
scribed by Rule U-23, and no hearng
having been requested of or ordered by
the Commission; and the CommiLon
finding that the applicable provisions of
the act and of the rules thereunder are
catisfed and that the declaration should
be permitted to become effective forth-
with:

It is ordered, Pursuant to Rule U-23
and the applicable provisions of the act,
that said declaration be, and the same
hereby is, permitted to become effective
forthwith, subject to the terms and con-
ditions zet forth in Rule U-24.

By the Commission.
[srAL] OrvAL T4 DuBois,

Secretary.
iP. n. Ds.. 65-10143; Filed, Dcc. 19, 1955;

8:40 a. m.]

DEPARTMENT OF JUSTICE
Office of Alien Property

HY.nos S. A.
Z.On'Cr O7 111=770'T. TO nEUM VESTED

Pursuant to section 32 i) of the Trad-
ing With the Enemy Act, as amended,
notice I- hereby given of Intention to
return, on or after 30 days from the date
of publication hereof, the following
property, subject to any increase or de-
creace resulting from the administra-
tion thereof prior to return, and after
adequate provison for taxes and con-
servatory expenzes:
Claimant, Climr No0., Pruzsrty, and Lccaff=i

Hyalcs S. A., fhfa Hyalx. A. G. nabnbof
Str'aso 23, Zu:, Switzerland; Claim I7o. 62037,

0M"2J
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Vesting Order No. 17976; $2,988.00 in the
Treasury of the United States.

Executed at Washington, D. C., on
December 12, 1955.

For the Attorney General.
[SEAL] PAUL V MYRON,

Deputy Director
Office of Alien Property,

[F. R. Doe. 65-10173; Flied, Dec. 19, 1955;
,8:50 a. =.I

ANGELA VERCELLI ET AL.

NOTICE OF INTENTION TO RETURN VESTED
PROPERTY

Pursuant to section 32 (f) of the
Trading With the Enemy Act, as amend-
ed, notice is hereby given of intention
to return, on or after 30 days from the
date of publication hereof, the following
property, subject to any-increase or de-
crease resulting from the adminmitra-
tion thereof prior to return, and after
adequate provision for taxes and con-
servatory expenses:

Claimant, Claim No., Property, and Location
Angela Vercelli, $148.01 in the Treasury of

the United States. Anita Vercelli Gavazza,
$148.01 In the Treasury of the United States.
Cecilia Vercelli, $148.01 in the Treasury of
the United States. Felice Vercelli, $148.01
In the Treasury of the United States. Mar-
corengo, TUrin, Italy.. Louis Verceli, $74
in the Treasury of the United States.
Ceaser Vercelli, $74 in the Treasury of the
United States. Chicago, Illinois, Claims No.
34674 and 42349. John Vercelli, Executor of
the Estate of Michele Vercelli, deceased,
$185.01 in the Treasury of the United States.
Pltcairn, Pennsylvania, Claim No. 42769.
Carlo Vercelli, $185.01 In the Treasury of the
United States. Turtle Creek Boro, Pennsyl-
vania, Claim No. 42770, Vesting Order No.
1662.

Executed at Washington, D. C., on
December 12, 1955.

For the Attorney General.
[SEAL] PAUL V MYRON,

Deputy Director,
Office of Alien Property.

[F. R. Doc. 55-10174; Filed, Dec. 19, 1955;
8:50 a. in.]

INTERSTATE COMMERCE
COMMISSION

FOURTH SECTION APPLICATIONS FOR,
RELIEF

DECEMBER 15, 1955.
Protests to the granting of an appli-

cation must be prepared in accordance
with Rule 40 of the General Rules of
Practice (49 CFR 1.41) and Sled within
15 days from the date of publication of
this notice in the FEDERAL REGISTER.

LONG-AND-SHORT HAUL

PSA No. 31423: Paint and materials to
Missouri River crossings. Filed by W J.
Prueter, Agent, for interested rail car-
riers. Rates on paint, paint material
and related articles, carloads from Chi-

NOTICES

cago, Kankakee, and Rockford, Ill., Mil-
waukee, Racine, and Waxdale, Wis.,
Minneapolis, Minnesota Transfer, and
St. Paul, Minn., and St. Louis, Mo., to
specified points in Iowa, Kansas, Ne-
braska, and South Dakota on or near
the Missoiri River.

Grounds- for relief: Circuitous routes.
Tariff: Supplement 49 to Agent Prue-

ter's I. C. C. A-4038.
FSA No. 31424. Iron and steel articles

to Eastern Canadian Ports. Filed by
H. R. Hinsch, Agent, for interested rail
carriers. Rates on iron and steel arti-
cles, carloads, also billets and articles
taking same rates, carloads from speci-
fied points in central territory and in
trunk-line arbitrary east of Pittsburgh,
Pa., to specified eastern Canadian ports
in the Provinces of New Brunswick, Nova
Scotia, and Quebec.

Grounds for relief: Maintenance of
port rate relations-with north Atlantic
seaboard ports in the United States, and
circuitous routes.

Tariff: Supplement 78 to Agent
Hinsch's I. C. C. 4350 and seven other
tariffs.

FSA No. 31425: Scrap paper-Florzda
points to the Southwest. Filed by F C.
Kratzmeir, Agent, for interested rail car-
riers. Rates on paper, scrap or waste,
other than sensitized and excelsior
paper, straight or mixed carloads from
Jacksonville, South Jacksonville, and
Tampa, Fa., to Dallas, Tex., Shreveport,
La., and Pryor (including Oklahoma
Ordnance Works) Okla.

Grounds for relief: Short-line distance
formula and circuitous routes.

Tariff: Supplement 143 to Agent
Kratzmesr's I. C. t. 4090 and two other
tariffs.

FSA No. 31426: Lumber-West Vir-
gzna to North Carolina. Filed by R. E.
Boyle, Jr., Agent, for interested rail car-
rers. Rates on lumber, carloads from
specified points in West Virginia to
Greensboro, Mt. Airy,-and Sanford, N. C.

Grounds for relief: Circuitous routes.
Tariff: Supplement 98 to Agent Span-

inger's I. C. C. 1297.
FSA No. 31427" Fertilizer compounds-

Arkansas and Louisiana to the South.
Filed by F C. Kratzmeir, Agent, for in-
terested rail carriers. Rates on fertilizer
compounds and related articles, carloads
from Kay, Ark., and Bernice, La., to spec-
ified points in Alabama, Florida, Georgia,
Kentucky, Louisiana (east of the Missis-
sippi River) North Carolina, South Car-
olina, Tennessee, and West Virginia, also
to Cincinnati, Ohio and Helena, Ark.

Grounds for relief: Short-line distance
formula and circuity.

Tariff: Supplement 104 to Agent
Kratzmeir's I. C. C. 4112.

PSA No. 31428: Billets-Chicago, Ill.,
and Steelton, Ky., to Louisiana and
Texas. Filed by F C. Kratzmeir, Agent,
for'interested rail carriers. Rates on
iron and steel billets, other than copper
clad, carloads from Chicago, Ill., and
district points, and Steelton, Ky., to
Doyline and Shreveport, La., and Long-
View, Tex.

Grounds for relief: Barge-rail com-
petition and circuity.

Tariff: Supplement 24 to Agent Kratz-
meir's I. C. C. 4170.

FSA No. 31429: Salt-Louisana to
Alabama and Mississippi, Filed by F C.
Kratzmelr, Agent, for Interested rail
carriers. Rates on mine T'un salt, in
bulk, carloads, from Anse La Butte,
Avery Island, Carla, Jefferson Island,
Weeks, and Winfield, La., to Literhll,
Evans City, Emeo, Sheffield, and Tus -
cumbla, Ala., and other specified points
in Alabama and Mississippl.

Grounds-for relief: Barge competition
and circuity.

Tariff: Supplement 59 to Agent Kratz-
meir's I. C. C. 3903.

FSA No. 31430: Grain-Fitzgerald, Ga,,
to Wilmington, N. C. Filed by R, E,
Boyle, Jr., Agent, for interested rail car-
ners. Rates on grain, namely, barley,
corn, oats, rye, soybeans, and wheat, in
bulk, straight carloads from Fltzgerald,
Ga., to Wilmington, N, C., for export, and
for trans-shipment via water to coastal
points north of Hampton Roads, Va.

Grounds for relief: Circuitous route.
Tariff: Supplement 113 to Agent C. A.

Spaninger's I. C. C. 1325.
FSA No. 31431. Substituted motor

service-M-K-T System Lines, Filed by
Middlewest Motor Freight Bureau,
Agent, for interested rail and motor car-
riers. Rates on various commodities In
highway trailers on railroad flat cars,
also empty trailers on such cars between
St. Louis, Mo., on one hand, and Okla-
homa City, Okla., on the other; also be-
tween Kansas City, Kans., on one hand,
and Oklahoma City and Tulsa, Okla,, on
the other' also between St, Louis, Mo,, or
Kansas City, Kans., on one hand, and
Dallas and Ft. Worth, Tex., on the other,

Grounds for relief: Motor truck
competition.

Tariff: Supplement 32 to Mlddlewest
Motor Freight Bureau MF-I C. C, 223.

PSA No. 31432: Motor-rail rates-Mis-
sours-Kansas-Texas R. R. ct at, Filed
by Middlewest Motor Freight Bureau,
Agent, for Interested rail and motor car-
rlers. Rates on various commodities in
trailers, transported on railroad flat ears
between points .In Kansas, Missouri,
Oklahoma, and Texas,

Grounds for relief: Motor carrier com-
petition.

Tariff: Supplement 32 to Middlewest
Motor Freight Bureau tariff MF-L C. C,
No. 223.

FSA No. 31433: Motor-rail rates-Chi-
cago Great Western Ry. Co. et at. Filed
by Middlewest Motor Freight Bureau,
Agent, for interested rail and motor car-
ners. Rates on various commodities in
trailers, transported on railroad flat cars
between Chicago, Ill., on the one hand,
and Council Bluffs, or Des Moines, Iowa,
on the other.

Grounds for relief: Motor carrier coin-
petition.

Tariff: Supplement No. 32 to Middle-
west Motor Freight Bureau tariff MF-
I. C. C. No. 223.

PSA No. 31434: Motor-rail rates-Mis-
sours-Kansas-Texas R. R. et at. Iiled
by Middlewest Motor Freight Bureau, for
interested rail and motor carriers. Rates
on various commodities in trailers, trans-
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ported on railroad flat cars between St. FSA No. 31435: Automobile bodies Grounds for relief: Carrier competition
Louis, Mo., on the one hand, and Musko- from Michigan to the East Filed by and circuity.
gee, Okla., on the other. H. R. Hinsch, Agent, for interested rail By the Commzz2on.

Grounds for relief: Motor carrier corn- careers. Rates on automobile bodies,
petition, freight or passenger, carloads from lonla [sALI H&oLD D. McCoy,

Tariff: Supplement 32 to Middlewest and Pontiac, Micb, to Metuchen, N. J., Secretary.
Motor Freight Bureau tariff MF-I. C, C. Framlngham, Mass., and Wllmington, [P. V.. M-. 540156: FUed, Dec. 19, 1935;
223. DeL 8:43 a. m.1





.,\oNALA/C. PART H
MANET ~ (j

INTFaLn Tee lE STER
iE 20 19 NUMBER 246

W~ashington, Tuesday, December 20, 1955

TITLE 21-FOOD AND DRUGS
Chapter l-Food and Drug Adminis-

tration, Department of Health,
Education, and Welfare

REPuBLI ATION OF REGULATIONS

Chapter I of Title 21 Is republihed,
reading as set forth below. In this re-
publication minor editorial changes have
been made and Parts 135, 145, 155, 170,
175, 185, and 196 have been redesignated
as Parts 9, 165, 85, 281, 285, 290, and 4,
respectively.

Dated: December 15, 1955.
[sEAL] GEo. P. LARIIcK,

Commsszoner of
Food and Drugs.

Subchapter A-General
Part

1 Regulations for the enforcement of
the Federal Food, Drug, and Cos-
metic Act.

3 Statements of general policy or in-
terpretation.

4 Official records and information.
9 Color certification.

Subchapter B-Food and Food Products
10 General regulations relating to defini-

tions and standards for food.
14 Cacao products; definitions and stand-

ards of identity.
15 Cereal flours and related products;

definitions and standards of Identity.
16 Alimentary pastes; definitions and

standards of identity.
17 Bakery products; definitions and

standards of identity.
18 Milk and cream; definitions and stand-

ards of identity.
19 Cheeses; processed cheeses; cheese

foods; cheese spreads; and related
foods; definitions and standards of
identity.

25 DressIngs for foods.
27 Canned fruits; definitions and stand-

ards of Identity; quality; and fill of
container.

29 Fruit butters, fruit jellies, fruit pre-
serves, and related products; defini-
tions and Etasdards of identity.

36 Shellfish; definitions and standards of
identity; fill of container.

42 Eggs and egg products; definitions and
standards of identity.

45 Oleomargarine, margarine; definitions
and standard of Identity.

51 Canned vegetables; definitions and
standards of identity; quality;, and
fill of container.

No. 246-Pt. 11- 1

This issue is dividcd into two parts,
Part II of which contains a rcpub-
Zication, of Title 21, Chapter I, of
the Code of Federal Rcgulations.

Part
53 Tomato products: deflaitlons and

standards of Identity; qu2lity; and
and fill of containcr.

85 Szafoad inspection.
120 Tolerances and ceemptions from tol-

erances for pesticide chcrlcals in
or on raw ogrIcultural cmmuditlez.

125 Label Gtatements concerning dietary
properties of fod purporting to b3
or representcd for vpcclal dlet.ry
Uzzes.

Subdiaptcr C-Drus

130 Drugs exemptcd from prezcrlption-
di:peneinz requirements of Ecetion
503 (b) (1) (C) of the 1'cflcral iosd,
Drug, and Cosmetic Act.

141a PcnIcllin and pentclin-containin,
druG; tests and mcthczL of z:y.

141b Streptomycin (or dlbydrstreptomy-
cin) and strcptomycln- Ior dlihydro-
streptomycin-) containing dru-z;
tests and method of =ay.

141c Chlortetracyclino (or tetracycline) and
chlortetracyclnc- (or tetracycline-)
containing druao; tess and methods
of Cay.

141d Chloramphenicol and chlorampheni-
col-contalning drurs; tcsto and
methods of asy.

l4ie Bacitracin and bacltracln-contalning
drugs; tcts and methcds of a=y.

146 General regulations for the certtflca-
tion of antibiotic and antibiotic-
containing dru-s.

146a Certification of penicillin and pcn-
cillin-contalnlng drugs.

146b Certification of otreptomycin (or dl-
hydrcztrcptomycin) and otrcptvomy-
cn- (or dihydroztrcptomycin-)
containing drugs.

146c Certification of chlortetracycllno (or
tetracycline) and chiortetracyclinc-
(or tetracycline-) containing drugs.

140d Certification of chloramphenicol and
chloramphenicol-contalinln drugs.

1460 Certification of bacitracln and bal-
tracin-containing drugs.

164 Certification of batches of drurs com-
pozed wholly or partly of insulIn.

165 Certain chemical dcrivative3 of cub-
dances named in cectlon 53 (d) of
the Federal Food, Drug, and Ccz-
metlc Act designated a habit form-
ing.

CODIFICATION GUIDE

Title 21
Chapter I:

Part 1
Part 3
Part 4-.
Part 9 ..
Part 104..-..-.-..- -

Part 1
Part 16 .
Part 17.........
Part i8.- ........
Part 1
Part 25 -----
Part .
Part 29......
Part 36--------
Part 42 ....
Part 45 - -- --.......... ..
Part 51 -----------.................
Part 85
Part 120.
Part 125 ....
Part 130_......
Part 141a_Part b.... ..
Part 11.................
Part 141d ..--
Part 141e ..............
Part 146 ..........
Part 1Part 16b.................
Part l 4e___

Part 146d___
Part l
Part 164___
Part 165_-
Part 2
Part 225.
Part 2

9526
9541
9554
9554
9565
95G7
9570
9575
95733
9530
9581

93,02

9909
9612
9614
9G15
9616
9822
9624
9632
9-16
96138
9 50
9870
9578
9633
9636
9M39
9693
9743
9765
97&2
9739
9301
987
9307
9811
9313

Subchaptcr D-P.osorvcdl

Subtchplor E-rcguaftlon Undor Saccic Ads of
Con3rass Olher Than tho Fend, Drug cn:1
Cosmolic Ad

Part
281 Enforcement of the Tea Importation

Act.
285 Regulatlons nder the Federal Cauztic

PoL-enAct.
230 Reulatlons for the enforcement of the

Fcmrpeltmpolrtr Act.



RULES AND REGULATIONS

Subchapter A--General

PART 1-REGULATIONS FOR THE ENFORCE-
,TENT OF THE FEDERAL FOOD, DRuG, AND

COsMETIc ACT
GENERAL

Sec.
1.1 General xegulation.

Dz-ErnrloNs

1.2 Labeling; definition.
1.3 Difference of opinion among experts.

PsO nrTrE ACTS AND PENALTIEs

1.4 Guaranty.
1.5 Guaranty; definition, and suggested

forms.
1.6 Presentation of views under section

305 of the act.
I FOOD

1.7 Food; labeling; misbranding.
1.8 Food; labeling; required statements;

when exempt.
1.9 Food; labeling; prominence of re-

quired statements.
1.10 Food; labeling; designation of Ingredi-

ents.
1.11 Special dietary uses.
1.12 Food; labeling; artificial flavoring or

coloring, chemical preservatives.
1.13 Food; exemptions from labeling re-

quirements.
1.14 Conformity to definitions and stand-

ards of identity.

DRUGS AND DEVICES

1.10D Drugs; name.
1.101 Drugs and devices; labeling, mis-

branding.
1.102 Drugs and devices, labeling require-

ments.
1.103 Drugs and devices; forms of making

required statements.
1.104 Habit-forming drugs; label require-

ments.
1.105 Drugs; statement of Ingredients and

proportion.
1.106 Drugs and devices; directions for use.
1.107 Drugs and devices; exemptions.
1.108 Exemption frons prescription require-

ments.
1.109 New drugs; definition.
1.109a New drugs; exemption from section

505 of the act.
1.110 New drugs; applications.
1.111 Notification of applicant.
1.112 Insufficient information in applica-

tion.
1.113 Untrue statements in application.
1.114 New drugs; exemptions from section

505 (a).
1.115 Definition of term "insulin."

COSMETICS
1.200 Cosmetic; coal-tar hair dye defined.
1.201 Cosmetic; labeling; misbranding.
1.202 Cosmetic; labeling; required state-

ments; exemptions.
1.203 Cosmetic; labeling requirements, form

of stating.
1.204 Cosmetic; labeling requirements; ex-

emptions.

IMPORTS AND ExPORTs
1.315 Definitions.
1.316 Notice of sampling.
1.317 Payment for samples.
1.318 Hearing.
1.319 Application for authorization.
1.320 Granting of authorization.
1.321 Bonds.
1.322 Costs chargeable in connection with

relabeling and reconditioning inad-
missible imports.

AnuIszsTaATvr
1.700 Examinations and investigations;

samples.
RULES oF PaaTCE FOR HEaRINGS

DEFINITIONS
1.701 Definitions.

11EARINGS AND NOTICE T EOF
Sec.
1.702 Hearings under section 701 (e) of the

act, except hearings with reference
to regulations under section 404,
(a) of the act.

1.703 Notice of hearing.
1.704 Designation and powers of presiding

officer.

PROCEDURE AT H1EARI NG

1.705 Appearances.
1.706 Order of procedure.
1.707 Submission and receipt of evidence.
1.708 Tz'anscript of the testimony.
1.709 Oral and written arguments.
1.710 Filing the record of the hearing.
1.711 Copies of the record of the hearing.

ISSUANCE OF ORDER

1.712 Proposed- order.
1.713 Exceptions.
1.714 Final order.

PUDLIC NOTICE OF REGULATIONS

1.715 Public notice of regulations.

GENERAL

§ 1.1 General regulation. (a) The
provisions of regulations promulgated
under the act with respect to the doing
of any act shall be applicable also to
the causing of such act to be done.

(b) The definitions and interpreta-
tions of'terms, contained in section 201
of the act shall be applicable also to such
terms wnen used in regulations promul-
gated under the act.
(Sec. 701 (a), 52 Stat.1055; 21 U.S. C. 371 (a))

DEFINITIONS
AuTnonrT: § 1.2 and 13 issued under

sec.'701 (a), 52 Stat. 1055; 21 U. S. C. 371 (a).
Statutory provisions interpreted or applied
are cited to text In parentheses.

§ .2 Labeling; definition. Labeling
includes all written, printed, or graphic
matter accompanying an article at any
time while such article is in interstate
commerce or held for sale after ship-
ment or delivery in interstate com-
merce.
(Sec. 201 (in), 52 Stat. 1041; 21 U. S. C. 321
(in))

§ 1.3 Difference of o0pnion among ex-
perts. The existence of a difference of
opinion, among-experts qualified by sci-
entific training and experience, as to the
truth of a representation made or sug-
gested in the labeling is a fact (among
other facts) the failure to reveal which
may render the labeling misleading, If
there is a material weight of opinion
contrary to such representation.
(Sec. 201 (n), 52 Stat. 1041; 21 U. S. C. 321
(n))

PROHIBITED AcTs AND PENALTIES
AuTnoar: §§ 1.4 to 1.6 issued under

see. 701 (a), 52 Stat. 1055; 21 U. S. C. 371 (a).
Statutory provisions Interpreted or applied
are cited to text In parentheses.

§ 1.4 Guaranty. In case of the giving
of a guaranty or undertaking referred
to in section 303 (c) (2) or (3) of the
act, each person signing such guaranty
or undertaking shall be considered to
have given it.
(Sec. 301 (h), 52 Stat. 1042; 21 U. S. 0. 331
(h))

§ 1.5 Guaranty; definition, and sug-
gested forms. (a) A guaranty or under-

taking referred to in section 303 () (2)
of the act may be:

(1) Limited to a specific shipment or
other delivery of an article, in which
case it may be a part of or attached to
the. invoice or bill of sale covering such
shipment or delivery, or

(2) General and continuing, In which
case, in its application to any shipment
or other delivery of an article, it shall
be considered to have been given at the
date such article was shipped or deliv-
ered by the person who gives the guar-
anty or undertaking.

(b) The following are suggested forms
of guaranty or undertaking under sec-
tion 303 (c) (2) of the act:

(1) Limited form for use on Invoice or
bill of sale.

(Name of person giving the guaranty or
undertaking) hereby guarantees that no ar-
ticle listed herein is adulterated or miad-
branded within the meaning of the Federal
Food, Drug, and Cosmetic Act, or Is an article
which may not, under the provisions of Sco-
tion 404 or 605 of the act, be Introduced into
interstate commerce.

(Signature and post-office address of per-
son giving the guaranty or undertaking)

(2) General and'continuing form.
The article comprising each shipment or

other delivery hereafter made by (name of
person giving the guaranty or undertaking)
to, or on the order of (name and post-office
address of person to whom the guaranty or
uldertaking is given) is hereby guaranteed,
as of the date of such shipment or delivery,
to be, on such date, not adulterated or mis-
branded within the meaning of the Federal
Food, Drug, and Cosmetic Act, and not an
article which may not, under the provIslona
of section 404 or 505 of the act, be introduced
Into interstate commerce.

(Signature and post-office address of per-
son giving the guaranty of undertaking)

(c) The application of a guaranty or
undertaking referred to in section 303
(c) (2) of the act to any shipment or
other delivery of an article shall expire
when such article, after shipment or de-
livery by the person who gave such guar-
anty or undertaking, becomes adulter-
ated or misbranded within the meaning
of the act, or becomes an article which
may not, under the provisions of section
404 or 505 of the act, be Introduced into
interstate commerce.

(d) A guaranty or undertaking re-
ferred to in section 303 (c) (3) of the
act shall state that the shipment or
other delivery of coal-tar color covered
thereby was manufactured by a signer
thereof. It may be a part of or attached
to the invoice or bill of sale covering
such color. If such shipment or delivery
is from a foreign manufacturer, such
guaranty or undertaking shall be signed
by such manufacturer and by an agent
of such manufacturer who resides in the
United- States.

(e) The following are suggested forms
of guaranty or undertaking under sec-
tion 303 (c) (3) of the act:

(1) For domestic manufacturers.
(Name of manufacturer) hereby guaran-

tees that all coal-lar colors listed herein were
manufttctured by him, and a& from batches
certified in accoidanco with the applicable
regulations promulgated under the Federal
Food, Drug, and Cosmetic Act.

(Signature and post-office address of manU-
facturer)
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(2) For foreign manufacturers.
(Name of manufacturer and agent) hcreby

severally guarantee that all coal-tar colors
listed herein were manufactured by (name
of manufacturer), and are from batches cer-
tified in accordance with the applicable regn-
lations promulgated under the Federal rood,
Drug, and Cosmetic Act.

(Signature and post-office addrem of
manufacturer)

(Signature and post-office addresa of
agent)

(W) For the purpose of a guaranty or
undertaking under section 303 (c) (3) of
the act the manufacturer of a shipment
or other delivery of a coal-tar color is
the person who packaged such color.

(g) A guaranty or undertaking, if
signed by two or more persons, shall
state that such persons severally guar-
antee the article to which it applies.

(h) No represenfation or suggestion
that an article is guaranteed under the
act shall be made in labeling.
(Sec. 303 (c), 52 Stat. 1043; 21 U. S. C. 333
(c))

§ 1.6 Presentation of vzews under sec-
tion 305 of the act. (a) Presentation of
views under section 305 of the act shall
be private and informal. The views
presented shall be confined to matters
relevant to the contemplated proceeding.
Such views may be presented by letter or
In person by the person to whom the
notice was given, or by his represent-
ative. In case such person holds a
guaranty or undertaking referred to in
section 303 (c) (2) or (3) of the act
applicable to the article on which such
notice 'was based, such guaranty or un-
dertaking, or a verified copy thereof,
shall be made a part of such presentation
of -news.

(b) Upon request, seasonably made,
by the -erson to whom a notice appoint-
ing a time and place for the presentation
of views under section 305 of the act has
been given, or.by his representative, such
time or place, or both such time and
place, may be chafiged if the request
-states reasonable grounds therefor.
Such request shall be addressed to the
office of the Food and Drug Administra-
tion which issued the notice.
(See. 305, 52 Stat. 1045; 21 U. S. C. 335)

FOOD
Avsmorry: §§ 1.7 to 1.14 issued under

see. 701 (a), 52 Stat. 1055; 21 U. S. C. 271 (a).
Statutory provisions nterpreted or applied
are cited to text In parentheses.

§ 1.7 Food; labeling; mtsbranding.
(a) Among representations in the label-
ing of a food which render such food
misbranded is a false or misleading rep-
resentation with respect to another food
or a drug, device, or cosmetic.

(b) The labeling of a food which con-
tams two-or more ingredients may be
misleading by reason (among other rea-
sons) of the designation of such food in
such labeling by a name which Includes
or suggests the name of one or more but
not all such ingredients, even though the
names of all such ingredients are stated
elsewhere m the labeling.
(See. 403 (a), 52 Stat. 1047; 21 U. S. 0.
343 (a))
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§ 1.8 Food; labeling; requircd ctate-
ments; when exempt. (a) hre a
food is not manufactured by the person
whose name appears on the label, the
name shall be qualified by a phrase
which reveals the connection such per-
son has with such food, such as "anu-
factured for and Packed by -of'
"Distributed by -" or other similar
phrase which expresses the facts.

(b) The statement of the place of
business shall include the street addrc.s,
if any, of such place, unless ouch street
address Is shown In a current city di-
rectory or telephone directory.

(c) If a person manufactures, packs,
or distributes a food at a place other
than his principal place of busine=, the
label may state the principal place of
business in lieu of the actual place
where each package of such food vms
manufactured or packed or i- to be
distributed, If such statement L7 not
misleading in any particular.
(d) The requirement that the label

shall contain the name and place of
business of the manufacturer, packer,
or distributor shall not be considered to
relieve any food from the requirement
that its label shall not be miscading in
any particular.
(e) (1) The statement of the quan-

tity of the contents shall reveal the
quantity of food In the package, ez-
clusive of wrappers and other material
packed with such food.

(2) The statement shall b. e.prezzed
in the terms of weight, measure, nu-
merical count, or a combination of nu-
merical count and weight or measure,
which are generally used by consumers
to express quantity of such food and
which give accurate Information as to
the quantity thereof. But If no general
consumer usage In expressing accurate
information as to the quantity of such
food exists, the statement shall be in
terms of liquid measure f the food is
liquid, or in terms of weight If the food
is solid, semisolid, viscous, or a mixture
of solid and liquid; except that such
statement may be in terms of dry meas-
ure if the food is a fresh fruit, frezh
vegetable, or other dry commodity.

CW) (1) A statement of weight shall be
in terms of the avoirdupois pound and
ounce. A statement of liquid measure
shall be l .terms of the United States
gallon of 231 cubic inches and quart, pint,
and fluid ounce subdivisions thereof,
and, except in case of frozen food which
is so consumed, shall express the volume
at 68' Fahrenheit (200 Centigrade) A
statement of dry measure shall be In
terms of the United States bushel of
2150.42 cubic inches and peck, dry quart,
and dry pint subdivisions thereof; or in
terms of the United States standard
barrel and its subdivisions of third, half,
and three-quarters barrel. However, In
the case of an export shipment, the
statement may be In terms of a syztem
of weight or measure in common use
in the country to which such shipment
Is exported.

(2) A statement of weight or measure
in the terms specified in subparagraph
(1) of this paragraph may be supple-
mented by a statement in terms of the
metric system of weight or measure.
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(3) Unlezs an unqualified statement
of numerical count gives accurate in-
formation as to the quantity of food in
the pac1age, It shall be supplemented
by such statement of weight, measure,
or size of the Individual units of the
foods as will give such information.

(g) Statements shall contain only
such fractions as are generally used in
exprcssng the quantity of the food. A
common fraction shall be reduced to its
lowest terms; a decimal fraction shall
not be carried out to more than two
places.

(h) (1) If the quantity of food n the
package equals or exceeds the smallest
unit of weight or measure which is speci-
fled in paragraph (f) of this section,
and which Is applicable to such food
under the provisions of paragraph (e)
(C) of this section, the statement shall
exprezs the number of the largest of
such units contained In the package (for
example, the statement on the label of a
pacltge which contains one quart of
food shall be "l quart", and not "2 pints"
or "32 fluld ounces"), unles the state-
ment Is made in accordance with the
provisions of subparagraph (2) of this
paragraph. Where such number is a
whole number and a fraction, there may
be substituted for the fraction its equiv-
alent in smaller units, f any smaller is
specified in such paragraph C) (for ex-
amples, 13s quarts may be expressed as
"1 quart 11 pints" or "1 quart 1 pint
8 flud ounces"; 11 pounds may be ex-
pressed as "1 pound I ounce.") The
stated number of any unit which I-
smaller than the largest unit specifted
in such paragraph CW)) contained in the
package shall not equal or exceed the
number of such smaller units in the next
larger unit so specified (for examples,
Instead of "1 quart; 16 fluid ounces" the
statement shall be "1k quarts" or "1
quart 1 pint"; Instead of "24 ounces" the
statement shall be "1 pounds" or "l
pound 8 ounces")

(2) In the cae of a food with respect
to which there exists an established cus-
tom of stating the quantity of the con-
tents as a fraction of a unit, which unit
s larger than the quantity contained in
the pachage, or as units smaler than
the largest unit contained therein, the
statement may be made in accordance
with such custom if It is infornative to
Consumers.

(I) The statement rhal express the
minimum quantity, or the average quan-
tity, of the contents of the packLages.
If the statement i- not so qualified as to
show definitely that the quantity ex-
premed Is the mnnimunm quantity, the
statement shall be considered to express
the average quantity.

Ci) Where the statement expresses
the minimum quantity, no variation be-
low the stated minimum shall be per-
mitted except variations below the stated
weight or measure caused by ordinary
and customary exposure, after the food
Is Introduced into interstate commerce,
to conditions which normally occur In
good distribution practice and which un-
avoidably result in decreased weight or
measure. Variations above the stated
minimum shall not be unreasonably
large.
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(k) Where the statement does not ex-
press the minimum quantity*

(1) Variations from the stated weight
or measure -shall be permitted when
caused by ordinary and customary ex-
posure, after the food is Introduced into
Interstate commerce, to conditions which
normally occur In good distribution
practice and which unavoidably result in
change of weight or measure;

(2) Variations from the stated weight,
measure, or numerical count shall be
permitted when caused by unavoidable
deviations in weighing, measuring, or
counting individual packages which oc-
cur in good packing practice.
But under subparagraph (2) of this
paragraph variations shall not be per-
mitted to such extent that the average
of the quantities In the packages com-
prising a shipment or other delivery of
the food is below the quantity stated, and
no unreasonable shortage in any package
shall be permitted, even though over-
ages in other packages in the same ship-
ment or delivery compensate for such
shortage.

(1) The extent of variations from the
stated quantity of the contents permis-
sible under paragraphs (j) and (k) of
this section in the case of each shipment
or other delivery shall be determined by
the facts in such case.

(in) A food shall be exempt from
compliance with the requirements of.
clause (2) of section 403 (e) of the
act If:

(1) The quantity of the contents, as
expressed in terms applicable to such
food under the provisions of paragraph
(e) (2) of this section, is less than one-
half ounce avoirdupois, or less than one-
half fluid ounce, or (in case the units of
the food can be easily counted without
opening the package) less than six units;
or

(2) The statement of the quantity of
the contents of the package, together
with all other words, statements, and in-
formation required by or under author-
ity of the act to appear on the label, can-
not, because of insufficient label space,
be so placed on the label as to comply
with the requirements of section 403 (f)
of the act and regulations promulgated
thereunder.

(n) A food shall be exempt while held
for sale from the requirements of clause
(2) of section 403 (e) of the act (re-
quiring a statement on the label of the
quantity of contents) if said food, hav-
ing been received in bulk containers at
a retail establishment, is accurately
weighed, measured, or counted either
within the view of the purchaser or in
compliance with the purchaser's order.
(Sec. 403 (e), 52 Stat. 1047; 21 U. S. C. 343
(e))

§ 1.9 Food; labeling; promznence of
required statements. (a) A word, state-
ment, or other information required
by or under authority of the act to ap-
pear on the label may lack that promi-
nence and conspicuousness required by
section 403 (f) of the act by reason
(among other reasons) of:

(1) The failure of such word, state-
ment, or Information to appear on the
part or panel of the label which is pre-

sented or displayed under customary
conditions of purchase;

(2) The failure of such word, state-
ment, or information to appear on two
or more parts or panels of the label, each
of which has sufficient space therefor,
and each of which is so designed as to
render it likely to be, under customary
conditions of purchase, the part or panel
displayed;

(3) The failure of the label to extend
over the area of the container or pack-
age available for such extension, so as to
provide sufficient label space for the
prominent placing of such word, state-
ment, or information;

(4) Insufficiency of label space (for
the prominent placing of such word,
statement, or information) resulting
from the use of label space for any word,
statement, design, or device which is not
required by or under authority of the
act to appear on the label;
0 (5) Insufficiency of label space (for
the prominent placing of such word,
statement, or information) resulting
from the use of label space to give ma-
terially greater conspicuousness to any
other word, statement, or information,
or to any design or device; or

(6) Smallness or style of type In
which'such word, statement, or informa-
tion appears, insufficient background
contrast, obscuring designs or vignettes,
or crowding with other written, printed,
or graphic matter.

(b) No exemption depending on in-
sufficiency of label space, as prescribed
in regulations promulgated under sec-
tion 403 (e) or (I) of the act, shall apply
if such insufficiency is caused by.

(1) The use of label space for any
word statement, design, or device which
is not required by or under authority of
the act to appear on the label;

(2) The use of label space to give
greater conspicuousness to any word,
statement, or other information than Is
required by section 403 (f) of the act; or

(3) The use of label space for any rep-
resentation In a foreign language.

(c) (1) All words, statements, and
other information required by or under
authority of the act to appear on the
label or labeling shall appear thereon in
the English language.

(2) If the label contains any repre-
sentation in a foreign language, all
words, statements, and other informa-
tion required by or under authority of
the act to appear on the label shall ap-
pear thereon in the foreign language.

(3) If the labeling contains any rep-
resentation in a foreign language, all
words, statements, and other informa-
tion required by or under authority of
the act to appear on the label or labeling
shall appear on the labelingn the for-
eign language.
(See. 403 (f), 52 Stat. 1047; 21 U. S. 0.
343 (f))

§ 1.10 Food; labeling; designation of
ingredients. (a) The name of an in-
gredient (except a spice, flavoring, or
coloring which is an ingredient of a food
other than one sold as a spice, flavoring,
or coloring) required by section 403 (1)
(2) of the act to be borne on the label
of a food, shall be a specific name and
not a collective name. But if an in-

gredient (which Itself contains two or
more Ingredients) conforms to a defini-
tion and standard of identity prescribed
by regulations under section 401 of the
act, such ingredient may be designated
on the label of such food by the name
specified In the definition and standard,
supplemented, In case such regulations
require the naming of optional ingredi-
ents present in such Ingredient, by a
statement showing the optional Ingredi-
ents which are present in such Ingredi-
ent.

(b) No ingredient shall be designated
on the label as a spice, flavoring, or col-
oring unless if is a spice, flavoring, or
coloring, as the case may be, within the
meaning of such term as commonly un-
derstood by consumers. The term "col-
oring" shall not Include any bleaching
substance.

(c) An Ingredient which is both a
spice and a coloring, or both a flavoring
and a coloring, shall be designated as
spice and coloring, or flavoring and col-
oring, as the case may be, unless such in-
gredient Is designated by its specific
name.

(d) A label may be misleading by
reason (among other reasons) ,of:

(1) The order in which the names of
Ingredients appear thereon, or the rela-
tive prominence otherwise given such
names; or

(2) Its failure to reveal the proportion
of, or other fact with respect to, an in-
gredient, when such proportion or other
fact Is material in the light of the repre-
sentation that such ingredient was used
in fabricating the food.

(e) (1) A food shall be exempt from
the requirements of clause (2) of sec-
tion 403 (1) of the act if all words, state-
ments, and other Information required
by or under authority of the act to ap-
pear on the label of such food, cannot,
because of Insuficient label space, be so
placed on the label as to comply with the
requirements of section 403 (f) of the
act and regulations promulgated there-
under. But such exemption shall be on
the condition that, If the omission from
the label of the statement of the quantity
of the contents affords sufficient space
to state legibly thereon all the Informa-
tion required by such clause (2), such
statement of the quantity of the contents
shall be omitted as authorized by § 1.0
(in) (2) and the Information required
by such clause (2) shall be so stated as
prominently as practicable even though
the statement is not of such conspicuous-
ness as to render It likely to be read by
the ordinary Individual under customary
conditions of purchase.

(2) In the case of an assortment of
different Items of food, when variations
in the items which make up different
packages packed from such assortment
normally occur in good packing practice,
and when such variations result in vari-
ations In the Ingredients In different
packages, such food shall be exempt
from compliance with the requirements
of clause (2) of section 403 (1) of the act
with respect to any ingredient which is
not common to all packages. But such
exemption shall be on the condition that

-the label shall bear, In conjunction with
the names of such Ingredients as are
common to all packages, a statement in
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terns wnch are as informative as prac-
ticable and which are not misleading, in-
dicating that other ingredients may be
present.

f) A food shall be exempt while held
for sale from the requirements of clause
(2) of section 403 (i) of the act (requir-
ing a declaration on the label of the
common or usual name of each ingredi-
ent when the food is fabricated from two
or more ingredients) if said food, having
been received in bulk containers at a
retail establishment, is displayed to the
purchaser with either (1) the labeling of
the bulk container plainly in view or (2) a
counter card, sign, or other appropriate
device bearing prominently and conspic-
uously the information required to be
stated on the label pursuant to clause (2)
of section 403 (i)
(Sec. 403 (1), 52 Stat. 1048; 21 U. S. C. 343
())

§ 1.11 Special dietary uses. (a) The
term "special dietary uses" as applied to
food for man, means particular (as dis-
tinguished from general) uses of food, as
follows:

(1) Uses for supplying particular die-
tary needs which exist by reason of a
physical, physiological, pathological or
other condition, including but not limited
to the conditions of disease, convales-
cence, pregnancy, lactation, allergic hy-
persensitivity to food, underweight, and
overweight;

(2) Uses for supplying particular die-
tary needs which exist by reason of age,
including but not limited to the ages of
infancy and childhood;

(3) Uses for supplementing or fortify-
ing the ordinary or usual diet with any
vitamin, mineral, or other dietary prop-
erty. Any such particular use of a food
is a special dietary use, regardless of
whether such food also purports to be
or is represented for general use.

(b) No provision of any regulation
under section 403 CQ) of the act shall
be construed as exempting any food from
any other provision of the act or regu-
lations thereunder, including sections 403
(a) and (g) and, when applicable, the
provisions of Chapter V of the act.

§ 1.12 Food; labeling; artificial fta-
vorzng or coloring, chemical preserva-
tives. (a) (1) The term "artificial flavor-
ing" means a flavoring containing any
sapid or aromatic constituent, which
constituent was manufactured by a proc-
ess of synthesis or other similar artifice.

(2) The term "artificial coloring"
means a coloring containing any dye or
pigment, which dye or pigment was man-
ufactured by a process of synthesis or
other similar artifice, or a coloring which
was manufactured by extracting a nat-
ural dye or natural pigment from a plant
or other material in which such dye or
pigment was ndturally produced.

(3) The term "chemical preservative"
means any chemical which, when added
to food, tends to prevent or retard de-
terioration thereof; but does not include
common salt, sugars, vinegars, spices or
oils extracted from spices, or substances
added to food by direct exposure thereof
to wood smoke.

(b) A food which is subject to the re-
quirements of section 403 (k) of the act

FEDERAL REGISTER

shall bear labeling, even though such
food is not in package form.

(c) A statement of artificial flavoring,
artificial coloring, or chemical preerva-
tive shall be placed on the food, or on
Its container or wrapper, or on any two
or all of these, as may be necessary to
render such statement likely to be read
by the ordinary individual under cus-
tomary conditions of purchase and use
of such food.

Cd) A food shall be exempt from com-
pliance with the requirements of section
403 (k) of the act If It is not in package
form and the units thereof are so small
that a statement of artificial flavoring,
artificial coloring, or chemical preserva-
tive, as the case may be, cannot be placed
on such units with such conspicuousne.z
as to render It likely to be read by the
ordinary individual under customary
conditions of purchase and Use.

(e) A food shall be exempt while held
for sale from the requirements of cection
403 Ws) of the act (requiring label state-
ment of any artificial flavoring, artificial
coloring, or chemical preservativc) if
said food, having been received in bulk
containers at a retail establishment, is
displayed to the purchaser with either
(1) the labeling of the bulk container
plainly in view or (2) a counter card,
sign, or other appropriate device bearing
prominently and conspicuously the infor-
mation required to be stated on the label
pursuant to section 403 ().
(Sac. 403 (k). 52 Stat. 1018; 2f U. S. C. C03 (L))

§ 1.13 Food; exemptions from label-
ing requirements. (a) (1) An open con-
tainer is a container of rigid or semi-
rigid construction, which is not closed
by lid, wrapper, or otherwise.

(2) An open container of a fresh fruit
or fresh vegetable, the quantity of con-
tents of which is not more than one dry
quart, shal be exempt -from the labeling
requirements of paragraphs (e) (g) (2)
(with respect to the name of the food
specified in the definition and standard)
and () (1) of section 403 of the act;
but such exemption shall be on the con-
dition that if two or more such con-
tainers are enclosed In a crate or other
shipping package, such crate or package
shall bear labeling showing the number
of such containers enclosed therein and
the quantity of the contents of each.

(b) Except as provided by paragraphs
(c) and Cd) of this section, a ship-
ment or other delivery of a food which
Is, in accordance with the practice of
the trade. to be procesed, labeled, or
repacked In substantial quantity at an
establishment other than that where
originally processed or packed, shall be
exempt, during the time of Introduction
into and movement in interstate com-
merce and the time of holding in such
establishment, from compliance with the
labeling requirements of section 403 (c),
(e) (g), (h), (I), C) and (I) of the
act if:

(1) The person who introduced such
shipment or delivery into interstate
commerce is the operator of the estab-
lishment where such food Is to be proc-
essed, labeled, or repacked; or

(2) In case such person Is not such
operator, such shipment or delivery Is
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made to such establishment under a
v,rltten agreement, signed by and con-
taining the post-office addresses of such
person and such operator, and contain-
ing such specifications for the processing,
labeling, or repaching, as the case may
be, of such food in such establishment
as will Insure, If such specifications are
followed, that such food will not be
adulterated or misbranded within the
meaning of the act upon completion of
such processing labeling, or repacking,
Such perzon and such operator, shall
each keep a copy of such agreement un-
til all of such shipment or delivery has
been removed from such establishment,
and shall make such copies available for
inspection at any reasonable hour to any
officer or employee of the Department
who requests them,

(c) An exemption of a shipment or
other delivery of a food under paragraph
(b) (1) of this section shall, at the be-
ginning of the act of removing such
shipment or delivery, or any part there-
of, from such establishment become
void ab InItlo if the food comprising such
suipment, delivery, or part Is adulterated
or misbranded within the meaning of
the act when so removed.

d) An exemption of a shipment or
other delivery of a food under paragraph
(b) (2) of this section shall become void
ab initio with respect to the person who
introduced such shipment or delivery
Into Interstate commerce upon refusal
by such person to make available for in-
spection a copy of the agreement, as re-
quired by such paragraph.

(e) An exemption of a shipment or
other delivery of a food under para-
graph (b) (2) of this section shall ex-
pire:

(1) At the beginning of the act of re-
moving such shipment or delivery, or any
part thereof, from such establishment if
the food compriing such shipment, de-
livery, or part Is adulterated or mis-
branded within the meaning of the act
when so removed; or

(2) Upon refusal by the operator of
the establishment where such food is to
be processed, labeled, or repacked, to
maze available for inspection a copy of
the agreement, as required by such para-
graph.

C) The word "processed" shall in-
clude the holding of cheese in a suitable
warehouse at a temperature of not less
than 350 p. for the purpose of aginr or
curing to bring the cheese into compli-
ance with requirements of an applicable
definition and standard of Identity.
The exemptions provided for in para-
graph (b) of this section shall apply to
cheese which Is, in accordance with the
practice of the trade, shipped to a ware-
house for aging or curing, on condition
that the cheese is Identified In the man-
ner set forth in one of the applicable
following subparagraphs, and in such
cas e para raphs (c) (d) and (e) of this
section shall also apply,

(1) In the case of varieties of cheeses
for which definitions and standards of
identity require a period of aging,
whether or not they are made from pas-
teurized milk, each such cheese shall
bear on the cheese a le,Ible mark show-
Ing the date at which the preliminary
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manufacturing process has been com-
pleted and at winch date curing com-
mences, and to each cheese, on its wrap-
per or immediate container, shall be af-
fixed a removable tag bearing the state-
ment "Uncured ---------- cheese for*
completion of curing and proper label-
ing," the blank being filled in with the
applicable name of the variety of cheese.
In the case of swiss cheese, the date at
which the preliminary manufacturing
process had been completed and at
which date curing commences is the date
on which the shaped curd is removed
from immersion in saturated salt solu-
tion as provided in the definition and
standard of identity for swiss cheese,
and such cheese shall bear a removable
tag reading, "To be cured and labeled as
'swiss cheese' but if eyes do not form to
be labeled as 'swiss cheese for manufac-
turing. "

(2) In the case of varieties of cheeses
which when made from unpasteurized
milk are required to be aged-for not less
than 60 days, each such cheese shall bear
a legible mark on the cheese showing the
date at which the preliminary manufac-
turing process has been completed and
at which date curing commences, and to
each such cheese or its wrapper or im-
mediate container shall be affixed a
removable tag reading, "
cheese made from unpasteurized milk.
For completion of curing and proper
labeling," the blank being filled in with
the applicable name of the variety of
cheese.

(3) In the case of cheddar cheese,
washed curd cheese,' colby cheese, gran-
ular cheese, and brick cheese made from
unpasteurized milk, each such cheese
shall bear a legible mark on the cheese
showing the date at which the prelimi-
nary manufacturing process has been
completed and at which date curing
commences, and to each such cheese or
its wrapper or immediate container shall
be affixed a removable tag reading

------- cheese made from unpas-
teurized milk. For completion of cur-
Ing and proper labeling, or for labeling as

cheese for manufactur-
ing," the blank being filled in with the
applicable name-of the variety of cheese.
(See. 405, 52 Stat. 1049; 21 U. S. C. 345)

§ 1.14 Conformity to definitions and
standards of identity. In'the following
conditions, among others, a food does not
conform to the definition and standard
of identity therefor"

(a) If it contains an ingredient for
which no provwsion is made in such defi-
nition and standard;

(b) If it fails to contain any one or
more ingredients required by such defi-
nition and standard;
(c) If the quantity of any ingredient

or component fails to conform to the
limitation, If any, prescribed therefor by
such definition and standard.

DRUGS AxD DEVIcEs
AUTOaITZ: § 1.100 to L115 issued Under

see. 701 (a), 62 Stat. 1055; 21 U. S. C. 371 (a).
Statutory provisions interpreted or applied
are cited to text in parentheses.

§ 1.100 Drugs; name. (a) The name
by which a drug is designated shall be
clearly distinguishing and differentiat-

Ing from any name recognized in an
official compendium unless such drug
complies in identity with the identity
prescribed in an official compendium
under such recognized name.

(b) The term "drug defined in an
official compendium" means a drug hav-
ing the identity prescribed for a drug in
an official compendium.

(c) A statement thaf a drug defined
in an official compendium differs In
strength, quality, or purity from the
standard of strength, quality, or purity
set forth for such drug in an official
compendium shall show all the respects
in which such drug so differs, and the
extent of each such difference.
(Sec. 501 (b), 52 Stat. 1049; 21 U. S. C.
351 (b) )

§ 1.101 Drugs and devices; labeling,
misbranding. (a) Among representa-
tions in the labeling of a drug or device
which render such drug or device mis-
branded is a false or misleading repre-
sentation with respect to andther drug
or device or a food or cosmetic.

(b) The labeling of a drug which con-
tains two or more ingredients may be
misleading by reason (among other rea-
sons) of the designation of such drug in
such labeling by a name which Includes
or suggests the name of one or more but
not all such ingredients, even though
the names of all such ingredients are
stated elsewhere in the labeling.
(Sec. 502 (a), 52 Stat. 1050; 21 U. S. C.

352 (a))

§ 1.102 'Drugs and devices; labeling
requirements. (a) If a drug or device is
not manufactured by the person whose
name appears on the label, the name
shall be qualified by a phrase which re-
veals the connection such person has
with such drug or device, such as "Man-
ufactured for and Packed by -"
'"istributed by - " or other sim-
iar phrase which expresses the facts.

(b) The statement of the place of
business shall include the street address,
if any, of such place, unless such street
adiress is shown in a current city direc-
tory or telephone directory.
(c) Where a person manufactures,

packs, or distributes a drug or device at
a place other than his principal place
of business, the label may state the prin-
cipal place of business in lieu of the
actual place where each package of such
drug or device was manufactured or
packed or is to be distributed, If such
statement is not misleading in any
particular.

(d) The requirement that the label
shall contain the name and place of busi-
ness of the manufacturer, packer, or
distributor shall not be considered to
relieve any drug or device from the re-
quirement that its label shall not be
misleading in any particular.

(e) (1) The statement of the quan-
tity of the contents of a package of a
drug shall reveal the quantity of such
drug in the package, exclusive of wrap-
pers and other material packed with
such drug.

(2) The statement shall be expressed
in the terms of weight, measure, numer-
ical count, or a combination of numeri-
cal count and welght or measure, which

are generally used by onsumers and
users of such drug to express quantity
thereof and which give accurate Infor-
mation as to such quantity. But if no
general usage in expressing accurate in-
formation as to the quantity of such
drug exists among coi.stuners and users
thereof, the statement of the quantity of
a drug which Is not in tablet, capsule,
ampule, or other unit form shall be in
terms of weight if the drug is solid, semi-
solid, or viscous, or In terms of measure
if the drug Is liquid; the statement of
the quantity of a drug which is In such
unit form shall be in terms of the nu-
merical count of such units, supple-
mented, when necessary to give accurate
Information as to the quantity of such
drug in the package, by such statement
(in such terms, manner, and form as aro
not mib.eading) of the weight or meas-
ure of such units, or of the quantity of
each active Ingredient In each such unit,
as will give such information

(3) The statement of the quantity of
a device shall be expressed in. terms of
numerical zount.

(f) A statement of weight shall be in
terms of the avoirdupois pound, ounce,
and grain, or of the kilogram, gram, and
milligram. A statement of liquid meas-
ure shall be In terms of the United States
gallon of 231 cubic inches and quart,
pint, fluid ounce, and fluid dram subdi-
visions thereof, or of the liter, milliliter,
or cubic centimeter, and shall express
the volume at 680 Fahrenheit (200 Cen-
tigrade)

(g) Statements of the quantity of a
drug shall contain only such fractions as
are generally used in expressing the
quantity of such drug. A common frac-
tion shall be reduced to its lowest terms'
a decimal fraction shall not be carried
out to more than three places, except In
the case of a statement of the quantity
of an active ingredient in a unit of a
drug.

(h) (1) Unless made in accordance
with the provisions of subparagraph (2)
of this paragraph, a statement of the
quantity of a drug, in the terms of weight
or measure applicable to such drug under
the provisions of paragraph (e) (2) of
this section, shall express the number
of the largest unit specified in paragraph
(f) of this section which is contained in
the package (for example, the statement
on the label of a package which contains
one pint of a drug shall be "1 pint," and
not "16 fluid ounces") Where such
number is a whole number and a frac-
tion, there may be substituted for the
fraction its equivalent in smaller units,
If any smaller is specified in such para-
graph (f) (for example, 11/ pounds may
be expressed as "1 pound 4 ounces")
The stated number of any unit which Is
smaller than the largest unit (specified
in such paragraph (f)) contained In the
package shall not equal or exceed the
number of such smaller units in the next
larger unit so specified (for example, In-
stead of "1 quart 16 fluid ounces" the
statement shall be "1112 quarts" or "1
quart 1 pint")

(2) In the case of a drug with respect
to which there exists an established cus-
tom of stating the quantity of the con-
tents as a fraction of a unit, which unit
is larger than the quantity contained in
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the package, or as units smaller than the
largest unit contained therein, the state-
ment may be made in accordance with
such custom if it is informative to con-
sumers.

i) The statement of the quantity of
a drug or device shal express the mini-
mum quantity, or the average quantity,
of the contents of the packages. If the
statement is not so qualified as to show
definitely that the quantity expressed is

- the minimum quantity, the statement,
except in the case of ampules, shall be
considered to express the average quan-
tity. The statement of the quantity of
a drug in ampules shall be considered to
express the nummum quantity.

(j) Where the statement expresses the
minimum quantity, no variation below
the stated minmum shall be permitted
except variations below the stated weight
or measure of a drug caused by ordinary
and customary exposure, after such drug
is introduced into interstate commerce,
to conditions which normally occur in
good distribution practice and which un-
avoidably result in decreased weight or
measure. Variations above the stated
minimum shall not be unreasonably
large. In the case of a liquid drug in
ampules the variation above the stated
measure shall comply with the excess
volume prescribed by The National For-
mulary for filling of ampules.

(k) Where the statement does not ex-
press the minimum quantity-

(1) Variations from the stated weight
or measure of a drug shall be permitted
when caused by ordinary and customary
exposure, after such drug is introduced
into interstate commerce, to conditions
which normally occur in good distribu-
tion practice and which unavoidably re-
sult in change of weight or measure;

(2) Vanations from the state d
weight, measure, or numerical counf of
a drug or device shall be permitted when
caused by unavoidable deviations in
weighing, measuring, or counting the
contents of individual packages which
occur in good packing practice.
But under subparagraph (2) of this
paragraph variations shall not be per-
mitted to such extent that the average of
the quantities in the packages comprising
a shipment or other delivery of the drug
or device is below the quantity stated
and no unreasonable shortage in any
package shall be permitted, even though
overages in other packages in the same
shipment or delivery compensate for
such shortage.

r) The extent of variations from the
stated quantity of the contents permis-
sible under paragraphs Qi) and, (k) of
this section in the case of each shipment
or other delivery shall be determined by
the facts in such case.

(m) A drug or device shall be exempt
from compliance with the requirements
of clause (2) of section 502 (b) of the
act if:

(1) The statement of the quantity of
the contents, as expressed in terms ap-
plicable to such drug or device under
the provisions of paragraph (e) (2) of
this section, together with all other
words, statements, and information re-
quired by or under authority of the act
to appear on the label of such drug or

FEDERAL REGISTER

device, cannot, because of Insufficlent
label space, be so placed on the label as
to comply with the requirements of ccc-
tion 502 (c) of the act and rculations
promulgated thereunder, or

(2) The quantity of the contents of
the package, as expressed in terms of
numerical count in compliance with par-
agraph (e) (2) or (3) of this section, is
less than six units, and such units can
be easily counted without opening the
package, or

(3) It Is an ointment, is labeed
"Sample" or '"hysiclan's Sample," or
with a substantially similar statcment,
and the contents of the package do not
weigh more than 8 grams.
(See. 502 (b), 52 Stat. 10SO; 21 U. S. C. 332
(b))

§ 1.103 Drugs and devices; forms of
naklzng required statemcnts. (a) A
word, statement, or other information
required by or under authority of the
act to appear on the label may lack that
prominence and conspicuousnez re-
quired by section 502 (c) of the act by
reason (among other reasons) of:

(1) The failure of such word, state-
ment, or information to appear on the
part or panel of the label which is pre-
sented or displayed under customary
conditions of purchase;

(2) The failure of such word, state-
ment, or information to appear on two
or more parts or panels of the Label, each
of which has suflicient space therefor,
and each of which is so designed as to
render it likely to be, under customary
conditions of purchase, the part or panel
displayed;

(3) The failure of the label to extend
over the area of the container or package
available for such extension, so as to
provide suffliclent label space for the
prominent placing of such word, state-
ment, or information;

(4) Insufllclency of label space (for
the prominent placing of such word,
statement, or information) resulting
from the use of label space for any word,
statement, design, or device which is not
required by or under authority of the act
to appear on the label;

(5) InsufficIency of label space (for
the prominent placing of such word,
statement, or information) resulting
from the use of label space to give ma-
terially greater conspicuousnezs to any
other word, statement, or information,
or to any design or device; or

(6) Smallness or style of type In
which such word, statement, or Informa-
tion appears, insufficient baclround
contrast, obscuring designs or vdgnette3,
or crowding with other written, printed,
or graphic matter.
(b) No exemption depending on in-

sufficiency of label space, as prezcrlbed
in regulations promulgated under sec-
tion 502 b) or (e) of the act. shall apply
if such insufficiency is caused by.

(1) The use of label space for any
word, statement, design, or device which
is not required by or under authority of
the act to appear on the label;

(2) The use of label space to give
greater conspicuousne., to any word,
statement, or other Information than is
required by section 502 (c) of the act; or

(3) The use of label space for any
reprezsntation in a foreign language.
(c) (1) All words, statements, and

other Information required by or under
authority of the act to appear on the
label or labeling shall appear thereon in
the Eng lish language.

(2) If the label contains any repre-
sentation In a foreign language, all
words, statements, and other informa-
tion required by or under authority of
the act to appear on the label shall ap-
pear thereon In the foreign language.
(3) f the labeling contains any repre-

sentation In a foreign language, all
words, statements, and other informa-
tion required by or under authority of
the act to appear on the label or labeling
shall appear on the labeling in the for-
elgn language.
(Sca. 102 (c), 52 Stat. 1050; 21 U. S. C.

3G2 (c))
§ 1.101 Habit-formrng drugs; label

requircments. (a) (1) The name of a
substance or derivative required to be
borne on the label of a drug by section
502 (d) of the act shall be the common
or usual name of such substance or de-
rivative, unless It is designated solely by
a name recog-nized In an offcial com-
pendium and such designation complies
with the provisions of section 502 (c).

(2) A statement on the label of a drug
of the name of a constituent, which con-
stltuent is a chemical derivative of a sub-
stance named In section 502 (d) of the
act, shall show the substanc- from
which such constituent is derived and
that such constituent is a derivative
thereof.

(b) If the drug is in tablet, capsule,
ampule, or otherunitform, thestatement
of the quantity or proportion of such
substance or derivative contained there-
in shall express the weight or measure
of such substance or derivative in each
such unit. If the drug is not in such
unit form the statement shall express
the weight or measure of such substance
or derivative in a specified unit of weight
or measure of the drug. Such statement
chall be in terms which are Informative
to the ordinary consumer and user of the
drug.
(c) The names and quantities or pro-

portions of all such substances and de-
rivatives, and the statement "Warning-
May be habit forming." shall immedi-
ately follow (without Intervening writ-
ten, printed, or graphic matter) the
name by which such drug is titled in the
part or panel of the label thereof which
Is presented or displayed under custom-
ary conditions of purchase.
(d) A drug shall not be considered to

be mis-branded by reason of failure of its
label to bear the statement "Warning-
IMay be habit forming"-

(1) If such drug Is not suitable for in-
ternal use, and is distributed and sold
exclusively for such external use as in-,
volves no poslblity of habit formation;
or

(2) If the only substance or derivative
subject to section 502 d) of the act con-
tained in such drug Is chlorobutanol,
which is present solely as a preservative
and In a quantity not more than 0.5 per-
cent by weight, and such drug Is for
parenteral use only; or
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(3) If the only substance or derivative
subject to section 502 (d) of the act
contained in such drug is chlorobutanol
which is present as an analgesic or as an
analgesic and a preservative in a quantity
not more than 3.0 percent, and such drug
contains one or more other active ingre-
dients and is for parenteral use only.

§ 1.105 Drugs; statement of ingredi-
ents and proportion. (a) (1) The
name of an ingredient, substance, de-
rivative, or preparation required by sec-
tion 502 (e) (2) of the act to be borne
on the label of a drug shall be the name
thereof which is listed in such section
502 (e). (2) of the act, or, if not so listed,
shall be a specific name and not a col-
lective name. But if an ingredient is an
article the name of which is recognized
in an official compendium and such arti-
cle complies with the specifications set
forth therefor in such compendium,
such ingredient may be designated on
the label of such drug by the common
or usual name under which such speci-
fications are so set forth.

(2) Where an ingredient contains a
substance the quantity or proportion of
which is required by section 502 (e) (2)
of the act to appear on the label, and
such ingredient is not a derivative or
preparation of such substance as defined
in paragraph (b) (1) of this section, the
label shall bear, in conjunction with
the name of the ingredient, a statement
of the quantity or proportion of such
substance in such drug.

(3) An abbreviation or chemical for-
mula shall not be considered to be a
common or usual name. The name
"acetophenetidin" shall be considered to
be the same as the name "acetphenet-
idn," "aminopyrine" the same as
"amidopyrine." The name "alcohol"
without qualification, means ethyl al-
cohol.

(b) (1) A derivative or preparation of
a substance named in section 502 (e)
(2) of the act is an article which is
derived or prepared from such substance
by any method, including actual or
theoretical chemical action.

(2) A statement on the label of a drug
of the name of an ingredient there-
of, which ingredient is a derivative or
preparation of a substance named in
section 502 (e) (2) of the act, shall show
the substance from which such ingredi-
ent is derived or prepared and that such
ingredient is a derivative or preparation
thereof.
(c) (1) If the drug Is in tablet, cap-

sule, ampul, or other unit form, the
statement of the quantity or proportion
of a substance, derivative, or preparation
contained therein shall express the
weight or -measure of such substance,
derivative, or preparation in each such
unit. -If the drug is not in such unit
form the statement shall express the
weight or measure of such substance, de-
rivative, or preparation in a specified
unit of weight or measure of the drug, or
the percentage of such substance, de-
rivative, or preparation in such drug.
Such statement shall be in terms which
are informative to the ordinary con-
sumer and user of the drug.

(2) A statement of the, percentage of
alcohol shall express the percentage of
absolute alcohol at 60° Fahrenheit

(15.560 Centigrade) A statement of
the percentage of a substance, deriva-
tive, or preparation other than alcohol
shall express the percentage by weight;
except that, if both the substance, de-
rivative, or preparation and the drug
containing it are liquid, the statement
may express the percentage by volume
at 68* Fahrenheit (20* Centigrade) but
.in such case the statement shall be so
qualified as to show definitely that the
percentage is expressed by volume.

(d) In case a statement of the quan-
tity or proportion of a derivative or
preparation in a drug is not as informa-
tive, to consumers or users of such drug,
of the activity or consequences of use
thereof as a statement of the quantity
or proportion of the substance from
which such derivative or preparation is
derived or prepared, the quantity or pro-
portion of such substance shall also be
stated on the label of such drug.

(e) A label of a drug may be mis-
leading by reason (among other reasons)
of:

(1) The order in which thq names of
ingredients, substances, derivatives, or
preparations appear thereon, or the rel-
ative prominence otherwise given such
names; or

(2) Its failure to reveal the proportion
of, or other fact with respect to, an
ingredient, substance, derivative, or
preparation, when such proportion or
other fact is material in the light of the
representation that such ingredient,
substance, derivative, or preparation is
a constituent of such drug.

f) (1) A drug shall be exempt from
the requirements of clause (2) of section
502 (e) of the act if all words, state-
ments, and other information required
by or under authority of the act to ap-
pear on the label of such drug, cannot,
because of insufficient label space, be so
placed on the'label as to comply with the
requirements of section 502 (c) of the
act and regulations promulgated there-
under. But such exemption shall be on
the condition that, if the omission from
the label of the statement of the quantity
of the contents affords sufficient space to
state legibly thereon all the information
required by such clause (2), such state-
ment of the quantity of the contents
shall be omitted as authorized by § 1.102
(m) (1) and the information required
by such clause (2) shall be so stated as
prominently as practicable even though
the statement is not of such conspicu-
ousness as to render it likely to be read
by the ordinary individual under cus-
tomary conditions of purchase.

(2) A drug shall be exempt from the
requirements of clause (2) of section 502
(e) of the act with respect to the alka-
loids atropine, hyoscme or hyoscyamine
contained in such drug, if such alkaloid
is contained therein as a constituent of
belladonna, hyoscyamus, scopola, stra-
monium, or other plant material, or any
preparation thereof, which was used as
an Ingredient of such drug, and no prac-
tical and accurate method of analysis
exists-for the quantitative determination
of each such alkaloid in such ingredient.
But such exemption shall be on the con-
dition that the label of such drug shall
state the quantity or proportion of total

alkaloids contained therein as constitu-
ents of such ingredient.
(Sec. 502 (e), 52 Stat. 1050; 21 U. S. 0. 052
(e))

§ 1.106 Drugs and devices; directions
for use-(a) Adequate directions for
use. "Adequate directions for use"
means directions under which the lay-
man can use a drug or device safely and
for the purposes for which it Is Intended.
Directions for use may be Inadequate
because (among other reasons) of omis-
sion, in whole or in part, or incorrect
specification of:
(1) Statements of all conditions, pur-

poses, or uses for which such drug or
device Is Intended, including conditions,
purposes, or uses for which it is pro-
scribed, recommended, or suggested in
its oral, written, printed, or graphic ad.
vertising, and conditions, purposes, or
uses for which the drug or device is
commonly used; except that such state-
ments shall not refer to conditions,
uses, or purposes for which the drug or
device can be safely used only under
the supervision of a practitioner licensed
by law and for which It is advertised
solely to such practitioner,

(2) Quantity of dose (including usual
quantities for each of the uses for which
it is intended and usual quantities for
persons of different ages and different
physical conditions)

(3) Frequency of administration or
application.

(4) Duration of administration or ap-
plication,

(5) Time of administration or appli-
cation (in relation to time of meals, time
of onset of symptoms, or other time fac-
tors)

(6) Route or method of administra-
tion, or application.

(7) Preparation for use (shaking, di-
lution, adjustment of temperature, or
other manipulation or process)
(b) Exemption for prescription drugs.

A drug subject to the requirements of
section 503 Cb) (1) of the act shall be
exempt from section 502 (f) (1) if all
the following conditions are met:
(1) The drug Is:
(1) In the possession of a person (or

his agents or employees) regularly and
lawfully engaged In the manufacture,
transportation, storage, or wholesale
distribution of prescription drugs; or

(Ci) In the possession of a retail, hos-
pital, or clinic pharmacy, or a public
health agency, regularly and lawfully
engaged in dispensing prescription
drugs;
and Is to be dispensed In accordance
with section 503 (b)

(2) The label of the drug bears:
(i) The statement "Caution: Federal

law prohibits dispensing without pre-
scription"; and
(if) The recommended or usual dos-

age; and
(ill) The route of administration, if

it Is not for oral use; and
(iv) If It is fabricated from two or

more ingredients and Is not designated
conspicuously by a name recognized in
an official compendium, the quantity or
proportion of each active ingredient, and
if it Is not for oral use the names of
all other ingredients.
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Provided, however, That the information
referred to in subdivisions (ii) (hiI) and
(iv) of this subparagraph may be con-
tamed in the labeling on or within the
package from which it is to be dispensed,
and, in the case of ampuls too small or
otherwise unable to accommodate a label
but which are packaged in a container
from which they are withdrawn for dis-
pensing or use, the information referred
to in subdivision (I) of this subparagraph
may be placed on the outside container
only.

(3) The labeling of the drug (which
may include brochures readily available
to licensed practitioners) bears informa-
tion as to the use of the drug by practi-
tioners licensed by law to administer it:
Provided, however That such informa-
tion may be omitted from the labeling if
it is contained in scientific literature
widely disseminated among practitioners
licensed by law to adminster the drug.

(c) Exemption for vetermary drugs.
A drug intended solely for veterinary use
which, because of toxicity or other poten-
tiality for harmful effect, or the method
of its use, is not safe for animal use except
under the supervision of a licensed veter-
marian, and hence for which "adequate
directions for use" cannot be prepared,
shall be exempt from section 502 (f) (1)
of the act if all the following conditions
are met:

(1) The drug is in the possession of a
person (or his agents or employees) regu-
larly and lawfully engaged in the manu-
facture, transportation, storage, or

- wholesale or retail distribution of veter-
inary drugs and is to be sold only to or on
the prescription or other order of a
licensed veterinarian for use in the course
of his professional practice.

(2) The label of a drugbears:
(i) The statement "Caution: Federal

law restricts this drug to sale by or on the
order of a licensed veterinarian"" and

(ii) The recommended or usual dos-
age; and

-(iii) The route of administration, if it
is not for oral use; and

(iv) The quantity or proportion of
each active ingredient if it is fabricated
from two or more ingredients and is not
designated conspicuously by a name rec-
ognized in an official compendium.
Provided, however That the information
referred to in subdivisions (ii) (ill) and

-(iv) of this subparagraph may be con-
tained in the labeling on or within the
package from which it is to be dispensed.

(3) The labeling of the drug (which
may include brochures readily available
to licensed veterinarians) bears infor-
mation as to use of the drug by licensed
veterinarians: Provided, however, That
such information may be omitted from
the labeling if it is contained in scientific
literature widely disseminated among
veterinarians licensed by law to admin-
ister such drug.

(d) Exemption for prescription de-
zces. A device which, because of any

potentiality for harmful effect, or the
method of its use, or the collateral meas-
ures, necessary to its use, is not safe
except under the supervision of a practi-
tioner licensed by law to direct the use of
such device, and hence for which "ade-
quate directions for use" cannot be pre-
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pared, shall be exempt from rection 502
(f) (1) of the act If all the following
conditions are met:

(1) The device Is in the possesson of
a person (or his agents or employees)
regularly and lawfully engaged in the
manufacture, transportation, storage, or
wholesale or retail distribution of such
device and is to be sold only to or on the
prescription or other order of such prac-
titioner for use in the course of his pro-
fessional practice.

(2) The label of the device (other than
surgical instruments) bears:

(I) The statement "Caution: Federal
law restricts this device to sale by or on
the order of a , the blank
to be filled with the word "physician,"
"dentist," "veterinarian," or with the
descriptive designation of any other
practitioner licensed by the law of the
State in which he practices to use or
order the use of the device; and

(ii) The method of Its application or
use.

(3) The labeling of the device (which
may include brochures readily -avail-
able to licensed practitioners) bears In-
formation as to the use of the device
by practitioners licensed by law to use it
or direct Its use: Provided, however
That such Information may be omitted
from the labeling f it Is contained in
scientific literature widely disseminated
among practitioners licensed by law to
use or order the use of such device.
(e) Exemptions for drugs and devices

shipped directly to licensed practitioners,
hospitals, clinics, or public-hcalth agen-
cies for professional use. Except as pro-
vided in paragraph (g) of- this section,
a drug or device shipped directly to or
in the possession of a practitioner 1i-
censed by law to administer the drug or
to use or direct the use of the device,
or shipped directly to or in the poses-
sion of a hospital, clinic, or public-health
agency, for use in the course of the pro-
fessional practice of such a licensed
practitioner, shall be exempt from sec-
tion 502 f) (1) of the act if It meets the
conditions of paragraphs (b) (2) and
(3), (c) (2) and (3), or Cd) (2) and (3)
of this section.

(f) Retail exemption for vctcrunary
drugs and prescription deviccs. A drug
or device subject to paragraph c) or (d)
of this section shall be exempt at the time
of delivery to the ultimate purchacer or
user from section 502 (f) (1) of the act
if it is delivered by a licensed practi-
tioner in the course of his professonnl
practice or upon a prescription or other
order lawfully Issued in the course of his
professional practice, with labeling bear-
ing the name and address of such li-
censed practitioner and the directions
for use and cautionary statements, If
any, contained in such order.

(g) Exemption for new drugs. A new
drug shall be exempt from section 502
(f) (1) of the act:

(1) To the extent to which such ex-
emption is claimed in an effective appli-
cation with respect to such drug under
section 505 of the act; or

(2) If no application under section
505 of the act is effective with respect to
such drug but it complies with section
505 (1) and regulations thereunder.

No exemption shall apply to any other
drug which would be a new drug if its
labeling bore representations for its in-
tended uses.

(h) Exempt ion for drugs or devices
when direction are commonlyL-nown. A
drug or device shall be exempt from se--
tlon 502 Wi) (1) of the act Insofar as
adequate directions for common uses
thereof are known to the ordinary in-
dividual.

(1) Exemptions for inactive ingredi-
ents. A harmle2s drug that iS ordbiarIly
used as an Inactve ingredlent, such as a
coloring, emulsifier, exciplent, flavoring,
lubricant, preservative, or solvent, in the
preparation of other drugs shall be ex-
empt from section 502 (f) (1) of the act
This exemption shall not apply to any
substance intended for a use which re-
sults in the preparation of a new drug,
unless an effective new-drus application
provides for such use.

WJ) Exemption for diagnostic reagents.
A drug intended solely for use in the pro-
fezsonal diagnosis of disease and which
is generally reco-nized by qualified ex-
perts as usmful for that purpose shall be
exempt from section 502 Mi (1) of the
act if its label bears the statement"Diag-
nostic reagent-For professional use
only."

(k) Exemption for vrescriion chem-
ieals and other prescription components.
A drug prepared, packaged, and primarily
sold as a preerlption chemical or other
component for use by registered pharma-
cists in compounding prescriptions or
for dispn.sIng in dosage unit form upon
prescriptions shall be exempt from sec-
tion 502 Mi (1) of the act if all the fol-
lowing conditions are met:

(1) The drug is an official liquid acid
or ofiacial liquid alkali, or Is not a liquid
solution, emulsion, suspension, tablet,
capsule, or other dosge unit form; and

(2) The label of the drug bears:
(I) The statement 'Tor prescription

compounding"; and
(M ) If in substantially all dozage forms

in which it may be dispensed It is subject
to section 503 (b) (1) of the at, the
statement "Caution: Federal Iaw prohib-
Its dispensing without prezcrption"- or

(Ill) If it s not subject to section 503
(M) (1) of the act and is by custom
among retal pharmcists sold in or from
the Interstate package for use by con-
sumero, "adequate directions for use" in
the conditions for which It s so sold.
Provided, howcer That the information
referred to in subdivision (111) of this
subparagraph may be contained in the
labeling on or within the package from
which itis to be dispenzed.

(3) This exemption shall not apply to
any substance Intended for use In com-
pounding which results in a new drug,
unles an effective new-drug application
covers such use of the drug in compeund-
Ing prezcriptions.

(1) Exemption for processing, repackc-
ing, or manufacture. A drug in a bulk
package (except tablets, capsules, or
other dosage unimt forms) or a device
Intended for prccessing, repachin% or usa
In the manufacture of another drug or
device shall be exempt from section 532
Mi (1) of the act if its label bears the
statement "Caution: For manufactur-
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Ing, processing, or repacking", and, if In
substantially all dosage forms in which it
miy be dispensed it is subject to section
503 (b) (1) the statement "Caution:
Federal law prohibits dispensing without
prescription." This exemption and the
exemption under paragraph (k) of this
section may be claimed for the same ar-
ticle. But the exemption shall not apply
to a substance intended for a use in
manufacture, processing, or repacking
which causes the finished article to be a
new drug, unless:

(1) An effective new-drug application
held by the person preparing the dosage
form or drug for dispensing covers the
production and delivery to hin of such
substance; or

(2) If no application is effective with
respect to such new drug, the label state-
ment "Caution: For manufacturing,
processing, or repacking" is immediately
supplemented by the words "in the prep-
aration of a new drug limited by Federal
law to investigational use," and the deliv-
ery is made for use only in the manufac-
ture of such new drug limited to mvesti-
gational use as provided in § 1.114.
(m) Exemption for drugs and devices

for use in teaching, research, and anal-
ysis. A drug or device subject to para-
graph, (b) (c) or (d) of this section
shall be exempt from section 502 (f) (1)
of the act if shipped or sold to, or in the
possession of, persons regularly and law-
fully engaged in instruction in phar-
macy, chemistry, or medicine not involv-
ing clinical use, or engaged in research
not involving climcal use, or in chemi-
cal analysis, or physical testing, and is
to be used only for such instruction,
research, analysis, or testing.

(n) Expiration of exemptions. (1) If
a shipment or delivery, or any part
thereof, of a drug or device which is
exempt under the regulations in this
section is made to a person in whose pos-
session the article is not exempt, or is
made for any purpose other than those
specified, such exemption shall expire,
with respect to such shipment or de-
livery or part thereof, at the beginning
of that shipment or delivery. The.caus-
ing of an exemption to expire shall be
considered an act which results in such
drug or device being misbranded unless
it is disposed of under circumstances in
which it ceases to be a drug or device.

(2) The exemptions conferred by
paragraphs (i) (j) (k) (1) and (m)
of this section shall continue until the
drugs or devices are used for the purposes
for which they are exempted, or until
they are relabeled to comply with sec-
tion 502 (f) (1) of the act. If, however,
the drug is converted,, compounded, -or
manufactured into a dosage form limited
to prescription dispensing, no exemption
shall thereafter apply to the article un-
less the dosage form is labeled as re-
quired by section 503 (b) and paragraph
(b) (c) or (d) of this section.
(o) Intended uses. The words "in-

tended uses" or words of similar import
In paragraphs (a) (g) (I) (j), (k) and
(1) of this section refer to the objective
intent of the persons legally responsible
for the labeling of drugs and devices.
The intent is determined by such per-
sons' expressions or may be shown by the

circumstances surrounding the distribu-
tion of the article. This objective intent
may, for example, be shown by labeling
claims, advertising matter, or oral or
written statements by such persons or
their representatives. It may be shovm
by the circumstances that the article is,
with the knowledge of such persons or
their representatives, offered and used
for a purpose for which it is neither
labeled nor advertised. The intended
uses of an article may change after it has
been introduced into interstate com-
merce by its manufacturer. If, for ex-
ample, a packer, distributor, or seller
intends an article for different uses than
those intended by the person from whom
he received the drug, such packer, dis-
tributor, or seller, is required to supply
adequate labeling in accordance with the
new intended uses. But if a manufac-
turer knows, or has knowledge of facts
that would give him notice, that a drug
or device introduced into interstate com-
merce by him is to be used for conditions,
purposes, or uses other than the ones for
which he offers it, he is required to pro-
vide adequate labeling for such a drug
which accords with such other uses to
which the article is to be put.

§ 1.107 Drugs and devices; exemp-
tions. (a) Except as provided by para-
graphs (b) and (c) of this section, a
shipment or other delivery of a drug or
device which is, in accordance with the
practice of the trade, to be processed, la-
beled, or repacked in substantial quan-
tity at an dstablishment other than that
where originally processed or packed,
shall be exempt, during the time of in-
troduction into and movement in inter-
state commerce and the time of holding
in such establishment, from compliance
with the labeling and packaging require-
ments of sections 501 (b) and 502 (b),
(d) (e) (f) and (g) of the act If:

(1) The person who introduced such
shipment or delivery into interstate com-
merce is the operator of the establish-
ment where such drug or device is to be
processed, labeled, or repacked; or

(2) In case such person is not such op-
erator, such shipment or delivery is made
to such establishment under a written
agreement, signed by and containing the
post-office addresses of such person and
such operator, and containing such spec-
ifications for the processing, labeling, or
repacking, as the case may be, of such
drug or device in such establishment as
will insure, if such specifications are fol-
lowed, that such drug or device will not
be adulterated or misbranded within
the meaning of the act upon completion
of such processing, labeling, or repack-
ing. Such person and such operator
shall each keep a copy of such agreement
until all such shipment or delivery has
been removed from such establishment,
and shall make such copies available for
inspection at any reasonable hour to any
officer or employee of the Agency who
requests them.

(b) An exemption of a shipment or
other delivery of a drug or device under
paragraph (a) (1) of this section shall,
at the beginning of the act of removing
such shipment or delivery, or any part
thereof, from such establishment, be-
come void ab Initio if the drug or de-

vice comprising such shipment, delivery,
or part is adulterated or misbranded
within the meaning of the act when so
removed.

(c) An exemption of a shipment or
other delivery of a drug or device under
paragraph (a) (2) o. this section shall
become void ab Initio with respect to the
person who Introduced such shipment or

.delivery Into Interstate commerce upon
refusal by such person to make available
for Inspection a copy of the agreement,
as required by such subparagraph,

(d) An exemption of a shipment or
other eelivery of a drug or device under
paragraph (a) (2) of this -ection shall
expire:

(1) At the beginning of the act of re-
moving such shipment or delivery, or
any part thereof, from such establish-
ment if the drug or device comprising
such shipment, delivery, or Dart Is adul-
terated or misbranded within the mean-
Ing of the act when so removed; or

(2) Upon refusal by the operator of
the establishment where .such drug or
device Is to be processed, labeled, or re-
packed, to make available for inspection
a copy of the agreement, as required by
such clause.

(e) Except as provided In paragraphs
(g) and (h) of this section, a shipment
or other delivery of a drug which is sub-
ject to section 507 of the act and which
is, In accordance with the practice of the
trade, to be processed or repacked in a
substantial quantity at an establishment
other than that where originally proc-
essed or packed shall be exempt from
compliance with the labeling require-
ments of section 502 (f) of the act during
the time such drug Is also exempt from
the requirements of section 502 (1) of
the act under the provisions of § 146.20
or 146.21 of this chapter.

(f) Except as provided by paragraphs
(g) and (h) of this section, a shipment
or other delivery of a drug which is sub-
ject to section 507 of the act and which
Is, in accordance with the practice of
the trade, to be labeled In substantial
quantity at an establishment other than
that where originally processed or
packed shall be exempt from compli-
ance with the labeling requirements of
section 502 (b), (e) and (f) of the act
during the time such drug is also exempt
from the requirements of section 602 (1)
of the act under § 146.18 of this chapter,
If the words, statements, and other In-
formation required by section 502 (b)
and (e) of the act appear on each ship-
ping container of such. drug.

(g) In case the person who intro-
duced such shipment or other delivery
into Interstate commerce is the oper-
ator of the establishment where such
drug Is to be processed, labeled, or re-
packed, an exemption of such shipment
or delivery under paragraph (e) Or ()
of this section shall become void ab initio
at the beginning of the act of removing
such shipment or delivery or any part
thereof from such establishment If the
drug comprising such shipment, delivery,
or part Is adulterated or misbranded
within the. meaning of the act when so
removed.

(h) In case the person who Introduced
stich shipment or delivery into interstate
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commerce is not the operator of the es-
tablishment where such drug is to be
processed, labeled, or repacked, an ex-
emption of a shipment or other delivery
-of such drug under paragraph (e) or f)
of this section shall expire at the be-
ging of the act of removing such
shipment or delivery or any part thereof
from such establishment if the drug
comprising such shipment, delivery, or
part is adulterated or misbranded
within the meamng of the act when so
-removed.
(See. 503 (a), 52 Stat. 1051; 21 U. S. C. 353
(a))

§ 1.108 Exemption from prescription
requzrements-(a) Exemption for cer-
tazn habit-forming drugs. The prescrip-
tion-dispensmg requirements- of section
503 (b) (1) (A) of the act are not neces-
sary for the protection of the public
health with respect to the followig
drugs subject to section 502 (d)

(1) Exempt narcotic preparations de-
scribed in 26 CER 151.2 and sold as re-
quired by 26 CFR 151.180 through
151.185a.

(2) Drugs containing chlorobutanol,
intended for external use only.

(3) Epinephnne solution, 1 percent,
preserved with chlorobutanol and in-
tended for use solely as a spray.

(4) Drugs containing one or more of
the derivatives of barbituric acid and in
addition a sufficient quantity or propor-
tion of another drug or drugs to prevent
the ingestion of a sufficient amount of
barbiturate derivative to cause a hyp-
notic or somnifacient effect.

(b) Duration of prescription require-
ment. Any drug limited to prescription
use under section 503 (b) (1) (C) of the
act remains so limited until it is
exempted as provided in paragraph (c)
of this section.

(c) Prescription exemption procedure
for drugs limited by a new-drug applica-
tion. The exemption of a drug from the
prescription-dispensing requirements of
section 503 (b) (1) (C) of the act may be
initiated by the Commissioner or by any
interested person. Any interested person
may file a petition seeking such exemp-
tion, stating reasonable grounds there-
for, which petition may be in the form of
a supplement to an effective new-drug
application. Upon receipt of such a peti-
tion, or on his own initiative at any time,
the Commssioner will publish a notice
of proposed rule making and invite
written comments. After consideration
of all available data, including any com-
ments submitted, the Commissioner may
issue a regulation granting or refusing
the exemption, effective on a date speci-
fied therein. Whenever the Commis-
sioner concludes, either at the time of
publication of the notice of proposed rule
making or after considering the written
comments submitted, that granting or
refusing the exemption requires a more
thorough development of the facts than
is possible in a written presentation, he
may call a public hearing for that pur-
pose. The notice of such hearing shall
specify the questions to be considered.
As soon as practicable after completion
of the hearing, the final regulation
granting or refusing the exemption shall
be issued, effective on a date specified
therein. If the Commissioner for good

cause finds (and incorporates the finding
and a brief statement of the rcasons
therefor in a regulation) that notice
and public procedure thereon are im-
practicable, unnecessary, or contrary to
the public interest, he may Issue the final
regulation forthwith.

(d) New-drug status of drugs ex-
empted from the prescription rcquire-
meat. A drug exempted from the pre-
scription requirement under the provi-
sions of paragraph C) of this section
continues to be a "new drug" within the
meaning of section 201 (p) of the act
until It has been used to a material ex-
tent or for a material time and has be-
come generally recognized as cafe when
used in accordance with the directions
for use contained in its labeling.

(e) Prescription legend not allored on
exempted drugs. The use of the pre-
scription caution statement quoted in
section 503 (b) (4) of the act, in the
labeling of a drug exempted under the
provisions of this section, constitutez
misbranding. Any other statement or
suggestion in the labeling of a drug
exempted under this section, that such
drug is limited to pre-crlptlon use, may
constitute misbranding.
(Sc. 503, 52 Stat. 1051, s amended; 21
U. S. C. 353)

iNoTr: Paragraph (f) (1) and (2) of C 1.103
has been trancferred to Part 1NI. C3
§ 130.1 (a).

§ 1.109 New drugs; dcfaitln. Nlew-
ness of a drug may arise by reason
(among other reasons) of:

(a) The newness for drug use of any
substance which composes such drug, in
whole or in part, whether it be an active
substance or a menstruum, exciplent,
carrier, coating, or other component;

(b) The newness for drug use of a
combination of two or more substances,
none of which is a new drug;

(c) The newness for drug use of the
proportion of a substance In a combi-
nation, even though such combination
containing such substance in other pro-
portion is not a new drug;

(d) The newness of use of such drug
In diagnosing, curing, mitigating, treat-
ing, or preventing a disease, or to affect
a structure or function of the body even
though such drug is not a new drug
when used In another disease or to af-
fect another structure or function of the
body; or

(e) The newness of a dosage, or meth-
od or duration of administration or ap-
plication, or other condition of use pre-
scribed, recommended, or suggested in
the labeling of such drug, even though
such drug when used in other dosage, or
other method or duration of administra-
tion or application, or different condi-
tion, is not a new drug.
(Sec. 201 (p), 52 Stat. 101; 21 U. S. C.

321 (p))

§ 1.109a New drugs; exemption from
section 505 of the act. A new drug shall
not be deemed to be subJect to section
505 of the act if it is a drug which Is
licensed under the Public Health Service
Act of July 1, 1944 (58 Stat. 02; 42
U. S. C. 201 et seq.), or under the
animal virus-serum-toxin law of March
4, 1913 (37 Stat. 832; 21 U. S. C. 151 et
seq.)

§ 1.110 New drug3; appucations. (ai
Each application submitted for filing
with the Secretary shall be in duplicate.
If any part of the application is in a
foreign ]ang-uage, an accurate and com-
plete English translation shall be ap-
panded to smch part.

(b) An application shall not be ac-
cepted for filing if only one copy is sub-
mitted or if it Is incomplete on its face
in that:
(1) It does not contain all the matter

required by clauss (1) (2) (3) (4),and
(0) of sctlon Z03 (b) of the act;

(2) It does not state the conditions
under which the drug is to be used; or

(3) The sp.cimens of labeaIngproposed
for us- upon or within the retail pack-
age do not expressly or by reference to
a brochure or other printed matter pre-
scribe, recommend, or suggest the use
of such drug under such conditions.

The Food and Drug Administration
shall notify the applicant of such non-
acceptance and the reason therefor and,
In case of incompleteness as to matter
required by any clause of section 505
(b), shall specify such clause. Other-
wise the date on which an application
Is received by the Department shall be
considered to be the date on winch such
application is filed, and the Food and
Drug Administration shall notify the ap-
plicant of such date. If the applicant
withdraws his application, such applica-
tion shall be considered as not having
been filed.

(c) The applicant may file an amend-
ment to an application which has been
filed and is pending- before the Secre-
tary, but in such case the unamended
application shall be considered as hav-
ing been withdrawn and the amended
application shall be considered as hav-
Ing been filed on the date on which the
amendment is received by the Depart-
ment. The Food and Drug Adminstra-
tion shall notify the applicant of such
date.

d) After an application has become
effective with respect to a drug the ap-
plicant may file a supplemental applica-
tIon with respct thereto setting forth
any proposed change In the conditions
undelx which such drug is to be used, in
the labeling thereof, in any circum-
stance relating to Its production, or in
any other information contained in the
effective application. Such supplemen-
tal application may omit statements
made In the effective application con-
cerning which no change Is proposed.

§ 1.111 NotIfication of applicant. If
the Secretary determines, before the
date prezcribed by section 505 (c) of the
act for an application to become effec-
tive, that he h, - no cause to Issue an or-
der under section B03 d) of the act
refwuing to permit such application to
become effective, the Food and Drug Ad-
ministration shall so notify the applicant
in writing and such application shall be-
come effective on the date of the notifi-
cation.
(S-e. 105 (c), 52 Stat. 1052; 21 U. S. C.
35 (c) )

1.112 In=ffilcnt information in
application. The information con-
taned n an application may be insum-
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cient for the Secretary to determine
whether a drug Is safe for use if it fails to
include (among other things) a state-
ment showing whether the drug is -to be
exempt under any provision of § 1.106, as
amended, promulgated pursuant to secr
tion 502 (f) of the act, from the re-
quirement that its labeling bear ade-
quate directions for use. If the drug is
to be so exempt, the information may
also be insufficient if:

(a) The specimen label of the drug
fails to incorporate by reference a spe-
cifically identified brochure or other
printed matter containing information
adequate for the use of such drug by
physicians, dentists, or veterinarians, as
the case may be;

(b) Such label fails to state that the
drug is to be used as shown in such bro-
chure or piinted matter and that such
brochure or printed matter will be sent
to physicians, dentists, or veterinarians,
as the case may be, on request;

(c) The application fails to contain
copies of such brochure or printed mat-
ter; or

(d) The application fails to show that
such brochure or printed matter is xead-
'fly available to physicians, dentists, or
veterinarians, as the case may be, or if
not that it is to be made so when the
application becomes effective.

§ 1.113 Untrue statements zn applica-
tion. Among the reasons why an
application may contain an untrue state-
ment of a material fact are changes in:

(a) Conditions of use prescribed, rec-
ommended, or suggested by the appli-
cant for the drug from the conditions of
such use stated in the application;

(b) Articles used as components of the
drug from those listed in the applica-
tion;

c) Composition of the drug from that
stated in the application;

(d) Methods used in, or the facilities
or controls used for, the manufacture,
processing, or packing of the drug from
such methods, facilities, and controls de-
scribed in the application; and

(e) Labeling from the specimens con-
tained in the application.

§ 1.114 New drugs; exemptions from.
section 505 (a) (a) Except as provided
by paragraph (b) of this section a ship-
ment or other delivery of a new drug
shall be exempt from the operation of
section 505 (a) of the act if all the
following conditions are complied with.

(1) The label of such drugs bears the
statement "Caution: New drug-Limited
by Federal law to investigational use."

(2) Such shipment or delivery is made
only to, and solely for investigational use
by or under the direction of, an expert
qualified by scientific training and en-
perience to investigate the safety of such
drug.

(3) The person who introduced such
Shipment or delivery into interstate
commerce obtains, prior to the introduc-
tion, a statement signed by such expert
showing that he has adequate facilities
for the investigation to be conducted by
him, and that such drug will be used
solely by him or under his direction for
the investigation, unless and. until an
application becomes effective with re-
spect to such drug under section 505 of

the act. This subparagraph shall not
apply when such shipment or delivery Is
made to an agency of the Government
of the United States (including the Na-
tional Research Council) or of any State
or municipality, whose official functions
involve investigations of new drugs by
such experts.

(4) Such person keeps the statement
referred to in subparagraph (3) of this
paragraph, and complete records show-
ing the date, quantity, and batch or code
mark (if any) of each such shipment
and delivery.

(5) Such person makes all records and
statements referred to in subparagraphs
(3) and (4) of this paragraph available
for inspection upon the request of any
officer or employee of the Department at
any reasonable hour until 3 years after
the introduction of such shipment or
delivery into interstate commerce.

(b) A shipment or other delivery of
a new drug which- is being imported or
offered for import into the United States
shall be exempt from the operation of
section 505 (a) of the act if all of the
following conditions are complied with:

(1) The label of such drug bears the
statement "Caution: New drug-Limited
by United States law to investigational
Use."

(2) The importer of all such ship-
ments or deliveries is an agent of the
foreign exporter, residing in the United
States, or the operator of an establish-
ment in the United States which has
facilities for regularly investigating the
safety of sucb drugs, which facilities
are manned by experts qualified by
scientific training and experience to con-
duct such investigation.

(3) Such operator uses such drug
solely for such investigation in such es-
tablishment, or such operator or agent
otherwise disposes of such drug only to,
and solely for investigational use by or
under the direction of, such an expert
other than one in such establishment.

(4) Such importer, prior to disposing
of any of such drug to such an expert,
obtains a statement signed by such ex-
pert showing that he has adequate fa-
cilities for the investigation to be con-
ducted by him, and that such drug will
be used solely by him or under his dir
rection for the investigation, unless and
until an application becomes effective
with respect to such drug under section
505 of the act. This subparagraph shall
not apply to any shipment or delivery
or part thereof disposed of by such im-
porter to an agency of the Government
of the United States (including the Na-
tional Research Council) or of any State
or mumcipalty whose official functions
involve investigations of new drugs by
such experts.

(5) Such importer keeps the statement
referred to in subparagraph (4) of this
paragraph and complete records show-
mg the date, quantity, and batch or code
marks (if any) of each such shipment
and delivery and the disposition thereof.

(6) Such importer makes all state-
ments and records referred to In sub-
paragraphs (4) and (5) of this para-
graph available for inspection upon the
request of any officer or employee of the
Department at any reasonable hour until
3 years after disposition by such im-

porter of the lot of such drug to which
such statement and records relate.

() An exemption under paragraph
(a) or (b) of this section shall become
void ab initio If any record or statement
required by such paragraph to be kepb
and made available for inspection is nob
kept or made available as so required.

(d) An exemption under paragraph
(a) or (b) of this section shall expire
with respect to any exempted shipment
or delivery or part thereof which has
been supplied to an expert who has signed
the statement referred to in paragraph
(a) (3) or (b) (4) of this section and
which is used otherwise than in accord-
ance with such signed statement.

(e) An exemption under paragraph
(b) of this section shall become void ab
mitio If the exempted shipment or de-
livery or any part thereof is disposed of
otherwise than as provided by subpara-
graph (3) of such paragraph.

(f) No exemption under paragraph (b)
of this section shall apply to any ship-
ment or delivery to such importer if such
importer, within 3 years prior to the
offering of such shipment or delivery for
import, has caused an exemption to be-
come void as provided by paragraph (a)
or (e) of this section.
(See. 505 (1), 52 Stat. 1052; 21 U. S. 0. 055 (1))

§ 1.115 Definition of term "insulin."
For the purposes of sections 502 (k) and
506 of the act, the term "insulin" as
used therein means the active principle
of pancreas which affects the metabolism
of carpohydrate In the animal body and
which is of value in the treatment of
diabetes mellitus.

COSiMETICS
Aurnon=ry: H§ 1.200 to 1.204 issued under

sec. 701 (a), 52 Stat, 1055: 21 U. S.C. $71 (a).
Statutory provisions interpreted or applied
are cited to text in parentheses.

§ 1.200 Cosmetic; coal-tar tair dye
defined. The term "coal-tar hair dye"
includes all articles containing any coal-
tar color or intermediate which color or
intermediate alters the color of the hair
when such articles are applied to the
hair under the conditions of use pre-
scribed in the labeling thereof, or under
such conditions of use as are customary
or usual.
(See. 601 (a), 62 Stat, 1054; 21 U. S, 0. 801
(a))

§ 1.201 Cosmetic; labeling; misbrand-
ing. (a) Among representations in la-
beling of a cosmetic which render such
cosmetic misbranded Is a false or mis-
leading representation with respect to
another cosmetic or a food, drug, or de-
vice.

(b) The labeling of a cosmetic which
contains two or more ingredients may
be misleading by reason (among other
reasons) of the designation of such cos-
metic in such labeling by a name which
includes or suggests the name of one or
more but not all such Ingredients, even
though the names of all such ingredients
are stated elsewhere in the labeling.
(See. 602 (a), 52 Stat. 1054; 21 U. S. 0. 802
(a))

§ 1.202 Cosmetic; labeling; required
statements; exemptions. (a) If a cos-
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tnetic is not manufactured by the person
whose name appears on the label, the
name shall be qualified by a phrase which
reveals the connection such person has
with such cosmetic such as "Manufac-
tured for and Packed by -" "Dis-
tributed by - " or other similar
phrase winch expresses the facts.

(b) The statement of the place of
business shall include the street address,
if any, of such place, unless such street
address is shown in a current city direc-
tory or telephone directory.

(c) Where a person manufactures,
packs, or distributes a cosmetic at a place
other than his principal place of busi-
ness, the label may state the principal
place of business in lieu of the actual
place where each package of such cos-
metic was manufactured or packed or
is to be distributed, if such statement is
not misleading in any particular.

(d) The requirement that the label
shall contain the name and place of
business of the manufacturer, packer or
distributor shall not be considered to re-
lieve any cosmetic from the requirement
that its label shall not be misleading in
any particular.

(e) (1) The statement of the quan-
tity of the contents shall reveal the
quantity of c-smetic in the package, ex-
clusive of wrappers and other material
packed with such cosmetic.

(2) The statement shall be expressed
in the terms of weight, measure, numeri-
cal count, or a combination of numeri-
cal count and weight or measure, which
are generally used by consumers to ex-
press quantity of such cosmetic and
winch give accurate information as to
the quantity thereof. But if no general
consumer usage in expressing accurate
information as to the quantity of such
cosmetic exists, the statement shall be in
terms of liqid measure if the cosmetic
is liquid, or in terms of weight if the
cosmetic is solid, semisolid, or viscous, or
in such terms of numerical count, or
numerical count and weight or measure,
as will give accurate information as to
the quantity of the cosmetic in the
package.

(f) (1) A statement of weight shall be
in terms of the avoirdupois pound and
ounce. A statement of liquid measure
shall be in terms of the United States
gallon of 231 cubic inches and quart,
pint, and fluid ounce subdivisions there-
of, and shall express the volume at 680
Fahrenheit (20 ° Centigrade) However,
m the case of an export shipment, the
statement may be in terms of a system of
weight or measure in common use in the
country to which such shipment is
exported.

(2) A statement of weight or measure
in the terms specified in subparagraph
(1) of this paragraph may be supple-
mented by a statement in terms of the
metric system of weight or measure.

(3) Unless an unqualified statement
of numerical count gives accurate infor-
mation as to the quantity of cosmetic in
the package, it shall be supplemented by
such statement of weight, measure, or
iize of the individual units of the cos-
metic as will give such information.

(g) Statements shall contain only
such fractions as are generally used In
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expressing the quantity of the cosmetic.
A common fraction shall be reduced to
its lowest terms; a decimal fraction shall
not be carried out to more than two
places.

(h) (1) If the quantity of cosmetic In
the package equals or exceeds the small-
est unit of weight or measure which Is
specified in paragraph (f) of this sec-
tion, and which Is applicable to such cos-
metic under the provisions of paragraph
(e) (2) of this section, the statement
shall epress the number of the largest
of such units contained In the package
(for example, the statement on the label
of a package which contains one pint of
cosmetic shall be "I pint" and not "16
fluid ounces") unless the statement is
made in accordance with the provisions
of subparagraph (2) of this paragraph.
Where such number is a whole number
and a fraction, there may be substituted
for the fraction Its equivalent in smaller
units, if any smaller is specified in such
paragraph (f) (for examples, 13, quarts
may be expressed as Il1 quart 1,S pints"
or "1 quart 1 pint 8 fluid ounces"; 1M
pounds may be expressed as "1 pound 4
ounces"). The stated number of any
unit which Is smaller than the largest
unit (specified in such paragraph (f))
contained In the package shall not equal
or exceed the number of such smaller
units in the next larger unit so specified
(for examples, instead of "1 quart 16
fluid ounces" the statement shall be "1132
quarts" or "1 quart 1 pint"; Instead of
"24 ounces" the statement shall be "11
pounds" or "1 pound 8 ounces").

(2) In the case of a cosmetic ith re-
spect to which there exists an established
custom of stating the quantity of the
contents as a fraction of a unit, which
unit is larger than the quantity con-
tained in the package, or as units smaller
than the largest unit contained therein,
the statement may be made in accord-
ance with such custom If It is informa-
tive to consumers.

(I) The statement shall express the
minimum quantity, or the average quan-
tity, of the contents of the packages. If
the statement is not so qualified as to
show definitely that the quantity ex-
pressed is the minimum quantity, the
statement shall be considered to exprezz
the average quantity.

(J) Where the statement eprezzes
the minimum quantity, no variation be-
low the stated minimum shall be per-
mitted except variations below the stated
weight or measure caused by ordinary
and customary exposure, after the cos-
metic Is introduced into interstate com-
merce, to conditions which normally oc-
cur In good distribution practice and
which unavoidably result in decreased
weight or measure. Variations above
the stated minimum shall not be ua-
reasonably large.

(k) Where the statement does not ex-
press the minimum quantity,

(1) Variations from the stated weight
or measure shall be permitted when
caused by ordinary and customary ex-
posure, after the cosmetic Is introduced
into interstate commerce, to conditions
which normally occur in good distri-
bution practice and which unavoidably
result in change of weight or measure.
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(2) Variations from the stated weight,
measure, or numerical count shall be
permitted when caused by unavoidable
deviations in weighing, measuring, or
counting individual packages which oc-
cur in good packing practice. But
under this subparagraph variations
shall not be permitted to such extent
that the average of the quantities in
the packages comprising a shipment or
other delivery of the cosmetic is below
the quantity stated, and no unreason-
able shortage In any package shall be
permitted, even though overages in
other packages in the same shipment or
delivery compensate for such shortage.

U) The extent of variations from the
stated quantity of the contents permis-
sible under paragraphs (J) and (i) of
this section In the case of each shipment
or other delivery shall be determined by
the facts in such case.

(m) A cosmetic shall be exempt from
compliance with the requirements of
clause (2) of section 602 (b) of the act
if the quantity of the contents of the
package, as exprezsed in terms applica-
ble to such cosmetic under the provisions
of paragraph (e) (2) of this section, is
less than one-fourth ounce avoirdupois,
or less than one-eighth fluid ounce, or
(in case the units of the cosmetic can
be easily counted without opening the
package) less than six units.
(Sce. C02 (b). 52 Stat. 104; 21 U. S C.
• 2 (b))

§ 1.203 Cosmctc; labeling require-
ments, fr m of stating. (a) A word,
statement, or other Information required
by or under authority of the act to ap-
pear on the label may lack that promi-
nence and conspicuousness required by
section 602 (c) of the act by reason
(among other reasons) of:

(1) The failure of such word, state-
ment, or Information to appear on the
part or panel of the label which is pre-
sented or displayed under customary
conditions of purchase;

(2) The failure of such word, state-
ment, or information to appear on two or
more parts or panels of the label, each of
which has sufclent space therefor, and
each of which Is so designed as to render
It likely to be, under customary condi-
tions of purchase, the part or panel
displayed;

(3) The failure of the label to extend
over the area of the container or pack-
age available for such extension, so as
to provide sufficient label space for the
prominent placing of such word, state-
ment, or information;

(4) Insuifflclency of label space (for
the prominent placing of such word,
statement, or Information) resulting
from the use of label space for any word,
statement, design, or device which is not
required by or under authority of the
act to appear on the label;

(5) Insufficiency of label space (for
the prominent placing of such word,
statement, or information) resulting
from the use of label space to give mate-
rally greater conspicuousness to any
other word, statement, or information,
or to any design or device;

(6) Smallness or style of type in
which such word. statement, or informa-
tion appears, insufilclent background
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contrast, obscuring designs or vignettes,
or crowding with other written, printed,
or graphic matter.

(b) (1) All words, statements, and
other information required by or under
authority of the act to appear on the
label or labeling shall appear thereon in
the English language.

(2) If the label contains an Y repre-
sentation in a foreign language, all
words, statements, and other informa-
tion required by or under authority of
the act to appear on the label shall ap-
pear thereon in the foreign language.

(3) If the labeling contains any repre-
sentation in a foreign language, all
words, statements, and other informa-
tion required by or under authority of
the act to appear on the label or labeling
shall appear on the labeling in the for-
eign language.
(Sec. 602 (c), 52 Stat. 1054; 21 U. S. C.
362 (c))

§ 1.204 Cosmetic; labeling require-
ments; exemptions. (a) Except as pro-
vided by paragraphs (b) and (c) of this
section, a shipment or other delivery of
a cosmetic which is, in accordance with
the practice of the trade, to be processed,
labeled, or repacked in substantial quan-
tity at an establishment other than that
where originally processed or packed,
shall be exempt, during the time of in-
troduction into and movement in inter-
state commerce and the time of holding
in such establishment, from compliance
with the labeling requirements of sec-
tions 601 (a) and 602 (b) of the act if:

(1) The person who introduced such
shipment or delivery into interstate
commerce Is the operator of the estab-
lishment where such cosmetic. is to be
processed, labeled, or repacked; or

(2) In case such person is not such
operator, such shipment or delivery is
made to such establishment under a
written agreement, signed by and con-
taining the post-office addresses of such
person and, such operator, and contain-
ing such specifications for the process-
Ing, labeling or repacking, as the case
may be, of such cosmetic in such estab-
lishment as will insure, if such specifica-
tions are followed, that such cosmetic
will not be adulterated or misbranded
within the meaning of the act upon
completion of such processing, labeling,
or repacking. Such person and such op-
erator shall each keep a copy of such
agreement until all such shipment or
delivery has been removed from such
establishments, and shall make such
copies available for inspection at any
reasonable hour to any officer or em-
ployee of the Department who requests
them.

(b) An exemption of a shipment or
other delivery of a cosmetic under para-
graph (a) (1) of this section shall, at
the beginning of the act of removing
such shipment or delivery, or any part
thereof, from such establishment, be-
come void ab Initio if the cosmetic com-
prising such shipment, delivery, or part
is adulterated or misbranded within the
meaning of the act when so removed.

(c) An exemption of a shipment or
other delivery of a cosmetic under par-
-agraph (a) (2) of this section shall be-
come void ab initio with respect to the

person who introduced such shipment or
delivery into interstate commerce upon
refusal by such person to make available
for inspection a copy of the agreement,
as required by such clause.

(d) An exemption of a shipment or
-other delivery of a cosmetic under para-
graph (a) (2) of this section shall ex-
pire:

(1) At the beginning of the act of re-
moving such shipment or delivery or
any part thereof, from such establish-
ment if the cosmetic comprising such
shipment, delivery, or part is adulterated
or misbranded within the meaning of
the act when so removed; or

(2) Upon refusal by the operator of
the establishment where such cosmetic
is to be processed, labeled, or repacked,
to make available for inspection a copy
of the agreement, as required by such
clause.
(Sec. 603, 52 Stat. 1054; 21 U. S. C. 363)

IMPORTS AND EXPORTS
AuTnonrrY: §§ 1.315 to 1.322 Issued under

sec. 701, 52 Stat. 1055, as amended; 21 U. S. C.
371. Interpret or apply sec. 801, 52 Stat.
1058; 21 U. S. C. 381.

§ 1.315 Deftnitions. For the purposes
of the regulations prescribed under sec-
tion 801 (a) (b) and (c) of the Federal
Food, Drug, and Cosmetic Act:

(a) The term "owner" or "consignee"
means the person who has the rights of
a consignee under the provisions of sec-
tions 483,484, and 485 of the Tariff Act of
1930, as amended (19 U. S. C. 1483, 1484,
1485)

(b) The term "chief of district" means
the chief of the district of the Food and
Drug Administration having 3urisdiction
over the port of entry through which an
article is imported or offered for import,
or such officer of the aistrict as he may
designate to act in his behalf inadmin-
istering and enforcing the provisions of
section 801 (a) (b) and (c)

§ 1.316 Notice of sampling. When a
sample of an article offered for import
has been requested by the chief of dis-
trict, the collector of customs having
jurisdiction over the article shall give to
the owner or consignee prompt notice of
delivery of, or intention to deliver, such
sample. Upon receipt of the notice, the
owner or consignee shall hold such ar-
ticle and not distribute it until further
notice from the chief of district or the
collector of customs of the results of
examination of the sample.

§.1.317 Payment for samples. The
Food and Drug Administration will pay
for all import samples which are found
to be in compliance with the require-
ments of the Federal Food, Drug, and
Cosmetic Act. Billing for reimburse-
ment should be made by the owner or
consignee to the Food and Drug Admin-
istration district headquarters in whose
territory the shipment was offered for
import. Payment for samples will not
be made if the article is found to be In
violation of the act, even though subse-

-quently brought into compliance under,
the terms of an authorization to bring
-the article into compliance or rendered
not a food, drug, device, or cosmetic.-as
set forth In § 1,319.

§ 1.318 Hearing. (a) If It appears
that the article may be subject to refusal
of admission, the chief of district shall
give the owner or consignee a written
notice to that effect, stating the reasons
therefor. The notice shall specify a
place and a period of time during which
the owner or consignee shall have an
opportunity to introduce testimony.
Upon timely request, giving reasonable
grounds therefor, such time and place
'may be changed. Such testimony shall
be confined to matters relevant to the
admissibility of the article, and may be
introduced orally or In writing.

(b) If such owner or consignee sub-
mits or indicates his intention to sub-
mit an application for authorization to
relabel or perform other action to bring
the article Into compliance with the act
or to render it other than a food, drug,
device, .or cosmetic, such testimony shall
include evidence in support of such ap-
plication. If such application is not
submitted at or prior to the hearing, the
chief of district shall specify a time
limit, reasonable in the light of the cir-
cumstances, for filing such application.

§ 1.319 Application for authorization.
Application for authorization to relabel
or perform other action to bring the ar-
ticle into compliance with the act or to
render it other than a food, drug, device
or cosmetic may be filed only by the
owner or consignee, and shall:

(a) Contain detailed proposals for
bringing the article into compliance
with the act or rendering it other than
a food, drug, device, or cosmetic.

(b) Specify the time and place Where
such operations will be carried out and
the approximate time for their com-
pletion.

§ 1.320 Granting of authorization.
(a) When authorization contemplated
by § 1.319 is granted, the chief of district
shall notify the applicant in writing,
specifying:

(1) The procedure to be followed;
(2) The disposition of the rejected

articles or portions thereof;
(3) That the operations are to be

carried out under the supervision of an
officer of the Food and Drug Administra-
tion or the Bureau of Customs, as the
case may be;

(4) A time limit, reasonable in the
light of the circumstances, for comple-
tion of the operations; and

(5) Such other conditions as are
necessary to maintain adequate super-
vision and control over the article.

(b) Upon receipt of a written requesb
for extension of time to complete
such operations, containing reasonable
grounds therefor, the chief of district
may grant such additional time as he
deems necessary.

(c) An authorization may be amended
upon a showing of reasonable grounds
therefor and the filing of an amended
application for authorization with the
chief of district.

(d) If ownership of an article covered
by an authorization changes before the
operations specified in the authorization
have been completed, the original owner
will be held responsible, unless the new
owner has executed a bond and obtained
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a new authorization. Any authorization
granted under this section shall super-
sede and nullify any previously granted
authorization with respect to the article.

§ 1.321 Bonds. (a) The bonds re-
quired under section 801 (b) of the act
may be executed by the owner or con-
signee on the appropriate form of a cus-
toms single-entry or term bond, contain-
mg a condition for the redelivery of the
merchandise or any part thereof upon
demand of the collector of customs and
containing a provision for the perform-
anca of conditions as may legally be
imposed for the relabeling or other
action necessary to bring the article into
compliance with the act or rendering it
other than a food, drug, device, or cos-
metic, in such manner as is prescribed
for such bond in the customs regulations
in force on the date of request for au-
thorization. The bond shall be filed
with the collector of customs.

(b) The collector of customs may
cancel the liability for "liqidated dam-
ages incurred under the above-men-
tioned provisions of such a bond, if he
receives an application for relief there-
from, upon the payment of a lEsser
amount or upon such other terms and
conditions as shall be deemed appropri-
ate under the law and in view of the
circumstances, but the collector shall not
act under this regulation in any case
unless the chief of district is in full
agreement with the action.

§ 1.322 Costs chargeable in connec-
tion with relabeling and reconditioning
inadmissible imports. The cost of super-
vising the relabeling or other action in
connection with an import of food, drugs,
devices, or cosmetics which fails to com-
ply with the Federal Food, Drug, and
Cosmetic Act shall be paid by the owner
or consignee who files an application re-
questing such action and executes a
bond, pursuant to section 801 (b) of the
act, as amended. The cost of such super-
vision shall include, but not be restricted
to, the following:

(a) Travel expenses of the supervising
officer.

(b) Per diem in lieu of subsistence of
the supervising officer when away from
his home station, as provided by law.

(c) Services of the supervising officer,
to be calculated at a fiat rate of $4.00 per
hour (which shall include administra-
tive expense) except that such services
performed by a customs officer and sub-
3ect to the provisions of section 5 of the
act of February 13, 1911, as amended (19
U. S. C. 267) shall be calculated as pro-
vided in that act.

(d) Services of analyst, to be calcu-
lated at a fiat rate of $5.00 per hour
(which shall include the use of th3 chem-
ical laboratories and equipment of the
Food and Drug Administration)

(e) The minimum charge for services
of supervising officers and of analysts
shall be not less than the charge for 1
hour, and time after the first hour shall
be computed in multiples of 1 hour, dis-
regarding fractional parts less than V
hour.

A1JLI-STRATIvE

§ 1.700 Examinations and' investiga-
tions; samples. (a) (1) When any offi-
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cer or employee of the Department col-
lects a cample of a food, drug, or cotmetla
for analysis under the act, the -smpla
shall be designated as an official smple
if records or other evidence is obtained
by him or any other officer or employee
of the Department indicating that the
shipment or other lot of the article from
which such sample was collected was in-
troduced or delivered for Introduction
into interstate commerce, or was In or
was received in Interstate commerce, or
was manufactured within a Territory.
only samples so designated by an officer
or employee of the Department shall b3
considered to be official samples.

(2) For the purpose of determining
whether or not a sample Is collected for
analysts, the term "analysis" includes
examinations and tests.

(3) The owner of a food, drug, or cos-
metic of which an official sample Is col-
lected is the person who owns the ship-
ment or other lot of the article from
which the sample is collected.

(b) When an officer or employee of
the Department collects an official
sample of a food, drug, or co-metic for
analysis under the act, he shall collect
at least twice the quantity estimat-d by
him to be sufficient for analysis, unless:

(1) The amount of the article aval-
able and reasonably accezible for sam-
pling is less than twice the quantity so
estimated;

(2) The cost of twice the quantity co
estimated exceeds $10;

(3) The article is perishable;
(4) The sample is collected from a

shipment or other lot which Is being im-
ported or offered for Import into the
United States:

(5) The sample is collected from a
person named on the label of the article,
or his agent, and such person is alko the
owner of the article;

(6) The sample is collected from the
owner of the article, or his agent, and
such article bears no label or, If It bear
a label, no person is named thereon; or

(7) The analysis consists principally
of rapid analytical procedures, organo-
leptic examination, or other field in-
spection examinations or tests, made at
the place where the sample Is colleetcd
or in a mobile or temporary laboratory.
In addition to the quantity of cample
prescribed above the officer or employee
shall, if practicable, collect as part of the
sample such further amount of the arti-
cle as he estimates to be sufficient for
use as exhibits in the trial of any case
that may arise under the act baed on
the sample.

(c) After the Food and Drug Admin-
stration has completed such analyzis

of an official sample of a food, drug, or
cosmetic as It determines, in the courze
of analysis and interpretation of an-
alytical results, to be adequate to estab-
lish the respects, if any, in which the
article Is adulterated or misbranded
within the meaning of the act, or other-
wise subject to the prohibitions of the
act, and has reserved an amount of the
article it estimates to be adequate for
use as exhibits In the trial of any case
that may arise under the act based on
the sample, a part of the sample, if any
remains available, shall be provided for
analysis, upon written request, by any
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parcon named on the label of the article,
or the owner thereof, or the attorney
or agent of such person or owner, except
when:

(1) After collection, the sample or re-
malning part thereof has become decom-
posed or otherwise unfit for analysis, or

(2) The request is not made within a
reasonable time before the trial of any
case under the act, based on the sample.
to which such person or owner is a party.
The parson, owner, attorney, or agent
who requests the p-,rt of sample shall
specify the amount dsired. A request
from an owner shall be accompanied by
a shaowing of ownership, and a request
from an attorney or agent by a showing
of authority from such person or owner
to receive the part of sample. When two
or more requests for parts of the same
sample are received the requests shall be
complied with In the order in which they
were received so long as any part of the
sample remains available therefor.

(d) When an officl sample of a food,
drug, or cosmetic Is the basis of a notice
given under section 305 of the act, or of
a case under the act, and the person to
whom the notice was given, or any per-
son who is a party to the case, has no
right under paragraph c) of this sec-
tion to a part of the sample, such per-
son or his attorney or agent may obtain
a part of the sample upon request accom-
panied by a written waiver of right un-
der such paagraph (c) from each par-
son named on the label of the article
and owner thereof, who has not exer-
cised his right under such paragraph
(c). The operation of this paragraph
shall be subject to the exceptions, terms,
and conditions prescribed in paragraph

c) of this section.
(e) The Food and Drug Administra-

tion Is authorized to destroy-
(1) Any official sample when it deter-

mines that no analysis of such sample
will be made;

(2) Any officlal sample or part there-
of when It determines that no notice un-
der section 305 of the act, and no case
under the act, Is or will be based on
such sample;

(3) Any offcal sample or part there-
of when the sample was the basis of a
notice under section 305 of the act, and
when, after opportunity for presentation
of views following such notice, It deter-
mines that no other such notice, and no
case under the act, is or will be based
on such sample;

(4) Any official sample or part thereof
when the sample was the basis of a case
under the act which has gone to final
Judgment, and when It determines that
no other such case is or will be based on.
such sample;

(5) Any official sample or part there-
of if the article Is perishable;

(6) Any official sample or part thereof
when, after collection, such sample or
part has become decomposed or other-
wise unfit for analysis;

(7) That part of any official samile
which is in excess of three times the
quantity It estimates to be suff~clent for
analysis.
(M=.. 701 (a), b}, 52 Stat. 1055, 105-7; 21
U. S. 0.371 (a), 372 (b))
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RULES OF PRACTICE FOR HEARINGS

Au=oT OR : §§ 1.701 to 1V15 issued 'under
sec. 701, 52 Stat. 1055; 21 U. S.,C. 371.

DEFINITIONS

§ 1.701 Definitions. As u s e d in
§§ 1.701-1.715:

(a) The term "act" means the Federal
Food, Drug, and Cosmetic Act, approved
June 25, 1938 (52 Stat. 1040, as amended;
21 U. S. C. 301-392)

(b) The term "Department" means
the Department of Health, Education,
and Welfare of the United States.

(c) The term "Secretary" means the
Secretary of Health, Education, ,and
Welfare.

(d) The term "FEDERAL REGISTER"
means the publication prcvided for by
the Federal Register Act of July 26, 1935
and acts supplementary thereto and
amendatory thereof (49 Stat. 500, 50
Stat. 304, sec. 202, 53 Stat. 1435, 56 Stat.
1045, 61 Stat. 451, 44 V3. S. C. Chapter
8B)

(e) The term "person" includes an in-
dividual, partnership, corporation, and
association.

(f) The term "hearing clerk" means
the hearing clerk of the Department.

HEARINGS AND 1OTICE THEREOF
§ 1.702 Hearings under section 701

(e) of the act, except hearings with ref-
erence to regulations under section 404
(a) of the act. The Secretary, on
his own initiative or upon an application
of any interested industry or substantial
portion thereof stating reasonable
grounds therefor, shall hold a public
hearing upon a proposal to issue, amend,
or repeal any regulation contemplated
by any of the following sections of the
act: 401,403 (j) 406 (a) and (b) 501 (b)
502 (d) (h), 504, and 604.

§ 1.703 Notice of hearng. The Sec-
retary shall give.notice of the hear-
ing by filing the same with the Archivist
of the United States for publication in
the FEDERAL REGISTER. The notice shall
set forth the proposal in general terms
and shall specify the time, which shall

%anot be less than 30 days after the date of
the notice, and the place for the public
hearing.

§ 1.704 Deszgnation and powers of
presiding officer (a) Each such hear-
ing shall be conducted by a presiding
officer, who shall be the Secretary or
such officer or employee of the Secre-
tary as the Department may designate
for the purpdse. Any such designation
may be made or revoked by the Secretary
at any time. Such hearing shall be con-
ducted in an informal but orderly man-
ner In accordance with the rules in
§§ 1.701-1.715, and, where such rules are
Inapplicable or incomplete, in accord-
ance with the directions of the presiding
officer. The presiding officer shall have
power to administer oaths, examine wit-
nesses, and receive evidence, and to rule
upon the admissibility of evidence and
other matters that arise in the course of
the hearing, but, except where the.pre-
siding officer is the Secretary, shall
have no power to decide any motion
which Involves final determination of
the merits of the proceeding.

(b) 'The hearing shall *be held at the
time and -place set forth In the notice
of the hearing, but may at such time
and -place be continued from day to day
and adjourned to a later day or to a
different place, within the city desig-
nated in the notice, without notice -other
than the announcement thereof by the
presiding officer at the hearing.

PROCEDURE AT HEARING

§1.705 Appearances. At the hear-
ing, any interested person shall be given
an opportunity to appear, either in per-
son or through his authorized represent-
ative, and to be heard with respect to
matters relevant and material to the
proposal. Any interested person who
desires to be heard in person at any
hearing under the rules in §§ 1.701-1.715
shall fllevith the presiding officer a writ-
ten appearance setting forth his name,
address and occupation. If such person
desires to be heard through a representa-
tive, such person or such representative
shall file with the presiding officer a

-written appearance setting forth the
authority for such representative and
the names, addresses, and occupations of
such person and such representative.
Any such person or such representative
shall give such other information re-
specting his appearance'as the presiding
officer may request. All present at the
hearing shall conform tO all reasonable
standards of orderly and ethical con-
duct.

§ 1.706 Order of procedure, (a)
The presiding officer shall have noted
on the record his designation as presid-
ing officer and the notice of the hearing
as filed with the Archivist of the United
States. This shall be done by filing as
an exhibit for the record a copy of the
FEDERAL REGISTER containing such desig-
nation and such notice. If the desig-
nation has not been published in the
FEDERAL REGISTER, the presiding officer
shall file as an exhibit the order of the
Secretary designating him to preside.

(b) To promote orderliness and clarity
of the record, evidence shall be received
with respect to the subject matter of the
hearing in the following order, except
as the presiding officer otherwise may
permit:

(1) Evidence with respect to the pro-
posal In general, including such matters
as its historical background, the reason
for the proposal, and its probable effect.
No evidence shall be introduced at this
stage of the hearing as to any specific
provision of the proposal.

(2) Evidence with respect to specific
terms of the proposal, which shall be
read and considered section by section
in a sequence to be determined by the
presiding officer. Suggestions to add to,
delete, or alter any portions of a given
section of the proposal shall be made
as consideration of such section is
reached and, insofar as practicable, shall
be submitting in writing.

(3) At each stage of the hearing,
whether general or specific, evidence
shall be received first In support of the
proposal, followed by the evidence op-
posing the proposal.

§ 1.707 Submzssion and receipt of evi-
dence. (a) Each witness shall, before

proceeding to testify, be sworn or malke
affirmation.

(b) When necessary In order to pre-
vent undue prolongation of the hearing,
the presiding officer may limit the num-
ber of times any witness may testify to
the same matter or the repetitious ex-
amination and cross-examination of wit-
nesses, or the amount of corroborative or
cumulative evidence.

(c) The presiding officer shall admit
only relevant and material evidence.

(d) Opinion evidence shall be ad-
mitted when the presiding officer Is satis-
fied that the witness Is properly qualified.

(e) Affidavits, if relevant and material,
shall be received and marked as exhibits,
provided they are filed with the presid-
ing officer on or before the date of the
opening of the hearing. Every Inter-
ested person shall be permitted to ex-
amine all affidavits which have been so
filed and to file counter-affidavits with
the presiding officer, within a period of
time, to be fixed by the presiding officer,
not more than 5 days following the
close of the hearing. In any event, the
Secretary will consider the lack of
opportunity for cross-examination In de-
termining the weight to be attached to
statements made in the form of
affidavits.

(f) If any person objects to the ad-
mission or rejection of any evidence, or
other limitation of the scope of any ex-
amination or cross-examination, he shall
state briefly the grounds of such objec-
tion, and the transcript shall not include
argument or debate thereon except as
ordered by the presiding officer. Any
such objection shall be made before the
presiding officer in order subsequently to
be relied upon in the proceeding. A rul-
ing of the presiding officer on any such
objection shall be a part of the tran-
script, together with such offer of proof
as has been made.

(g) Samples may be displayed at the
hearing and may be described for pur-
poses of the record but shall not be ad-
mitted in evidence as exhibits.

§ 1.708 Transcript o1 the testimony.
Testimony given at a hearing shall be
reported verbatim. All written state-
ments, charts, tabulations, and similar
data offered in evidence at the hearing
shall be marked for Identification and,
upon a showing satisfactory to the pre-
siding officer of their authenticity, rele-
vancy, and materiality, shall be received
and' marked as exhibits in evidence.
Such exhibits (including affidavits)
shall, If practicable, be submitted In
quintuplicate and In documentary form.
In case the required number of copies
are not made available, the presiding
officer shall exercise his discretion as to
whether said exhibit shall when practica-
ble be read In evidence or whether addi-
tional copies shall be required to be sub-
mitted within a time to be specified by
the presiding officer. Where the testi-
mony of a witness refers to a statute,
or to a report or document, the presid-
ing officer shall, after Inquiry relating to
the identification of such statute, report,
or document, determine whether the
same shall be produced at the hearing
and physically be made a part of the
evidence as an exhibit or whether It shall

9540



Tuesday, December 20, 1955

be incorporated into the evidence by
reference. Where relevant and material
matter offered in evidence is embraced
in a report or document containing im-
material and irrelevant matter, such im-
material and irrelevant matter shall be
excluded and shall be segregated insofar
as practicable, subject to the direction of
the presiding officer.

§ 1.709 Oral'and written arguments.
(a) Unless the presiding officer shall Is-
sue an announcement at the hearing
authorizng oral argument before him, It
shall not be permitted.

(b) The presiding officer shdll an-
nounce at the hearing a reasonable
period within which interested persons
may file written arguments based solely
upon the evidence received at the hear-
ing, citing the page or pages of the
transcript of the testimony where such
evidence occurs.

§ 1.710 Filing the record of the hear-
zng. As soon as practicable after the
close of the hearing, the complete record
of the hearing shall be filed in the office
of the hearing clerk. The record of
the hearing shall include the transcript
of the testimony, including any exhibits
and together with any written argu-
inents that may have been filed with the
presiding officer.

§ 1.711 Copes of the record of the
hearing. The Department will make pro-
visions for a stenographic record of the
testimony and for such copies of the
transcript thereof as it requires for its
own purposes. Any person desiring a
copy of the record of the hearing or of
any part thereof shall be entitled to the
same upon application to the hearing
clerk and upon payment of the costs
thereof. Suggested corrections to tran-
scripts of the testimony shall be con-
sidered only if offered within a period (to
be fixed by the presiding officer) of not
more than 3 days following the com-
pletion of the testimony, for which pur-
pose the record shall be kept open for
such additional period. The presiding
officer shall have authority to act upon
such suggested corrections.

ISSUANCE OF ORDER

§ 1.712 Proposed order. The Secre-
tary, within a reasonable time after
the filing of the record of the hearing.
will issue his proposed -order, which shall
be served upon the interested persons
whose appearances were entered at the
hearing by publication in the FEDERAL
REGISTER or by mailing a copy of the pro-
posed order to each of such persons by
registered mall: Provided, however That
if, after examination of the record of the
hearing, the Secretary finds that no
controversy with respect to the subject of
the hearing exists between the persons
who appeared thereat, and that such ac-
tion will promote the purposes of the act,
the Secretary will issue a final order
in lieu of issuing a proposed order in ac-
cordance with this section.

§ 1.713 Exceptions. Within a reason-
able time, which shall be specified in the
proposed order but shall not exceed 20
days from the time of the issuance of
such order, any interested person whose
appearance was filed at the hearing may
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file exceptions to the propozed order.
The exceptions shall point out with par-
ticularity the alleged errors in raid pro-
posed order, and shall contain a .pecifc
reference to the page of the transcript of
the testimony or to the exhibit on which
each exception is based. Such e::ceptions
may be accompanied by a memorandum
brief in support thereof.

§ 1.714 Final order The Secretary
thereafter will issue his final order.
A *duplicate original thereof shall there-
upon be filed with the Archivist of
the United States and published In the
FEDERAL REoISTn. A duplicate original
thereof shall also be filed with the hear-
ing clerk for public inspection.

PUBLIC NOTICE OF REGULATIONS

§ 1.715 Public notice of regulations.
Public notice of the Issuance of the fore-
going rules of practice for hearings In
§§ 1.701-1.714 shall be given by publish-
ing the same in the FEDERAL Rrsm.

PART 3-STATErzrs OF GrNE= L PoLIcy
OR INTERPIETATIOI

3.2 Notice to packers and shippers of
shelled peanuts.

3.3 Notice to manufacturers, pacecrs, and
distributors of glandular prepra-
tions.

3.4 Notice to manufacturers, paclhrs. and
distributors of drugs for nternal uso
which contain minera oil.

3.5 Notice to manufacturers, packcro, and
distributors of gauze bandoaes.

3.6 Notice to Importers of Peruvian canned
fish.

3.7 Notice to manufacturers, packers, and
distributors of veterinary prepara-
tions and animal fecds.

3.8 Notice to manufacturer, packers, and
distributors of peniclllin-contalnlng
drugs for veterinary use.

3.9 Notice to manufacturers, packers, and
distributors of salt substltutc

3.10 Notice to manufacturera and u-ers in
food products of monosodium gluta-
mate.

3.11 Notice to manufacturers, paelxer. and
distributors of -strogenl hormone
preparations.

3.12 Temporary permits for interstate ship-
ment of experimental pachm of fecd
varying from the requirements of
definitions and standards of identity.

3.13 Supplying pharmacista with indica-
tlons and dosage of drugs.

3.14 Notice to manufacturers and ditrib-
utors of foods and drugs containing
artificial sweeteners.

3.15 Notice to manufacturers and lab2lr
of antibiotic and antibiotic-con-
taining drugs.

3.16 Notice to manufacturers, packers, and
distributors of drug products.

317 Labeling of oleomargarine.
3.19 Notice to manufacturers, paclers, and

distributors of pasteurized procze:
cheese pazteurized blended che: o,
pasteurlzed prcccss cheeso foad.
pasteurized proccs chcc:o sprcad,
and related foods.

3.10 Status of salt substitutcs under the
Federal Food. Drug, and Comctlao
Act.

3.21 Notice to manufacturers of pa teurlz=d
proces cheeo food and pasteurized
procezs cheese spread.

322 Suprarenal glands :from hog cares-ses
prior to final inspection.

3.23 Notice to manufacturers and us= of
monosodlum glutamato and othcr
hydrolyzcd vegetable proteUn pred-
ucts.
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32-1 NotIce to pl-xer of comminluted

tomato products.
3.25 Notice to manufacturers and labelers

of antibiotic drugs for veterinary

3.20 La1ling exemptlons for foods repacs-
acd In retail food establishmentz.

3.27 Statu of fluoridatLd mater and fceas3
prepared vth flurlidated water un-
der the Federal Food, Iru,, and Cos-
m lc Act.

3.23 Notice to manufacturers and repackers
or ophthalmic Clutlons.

.23 Direct or Indirect addition of antibiota
drugs to fods fcr hyn consumu-
tien.

3M0 Shipment of antibiotic dru33 pa :aed
In bull: container.

3.31 Label declaration of o t in frozen.
vcgetables.

322 Label declarations of vitamin B, and
folic acld in foo:1s for speal dietary

3.33 Status of foods contalnin adde-d
caumarln.

3.30 Lab:ling of imported crabmeat.
3.35 Labeling of drug preparations contain-

in, clnificant roportions of winter-
green oil.

3.30 Prc:eduro for eztablishing food stand-
arda under the Federal Food. Drug,
and Cosmetlc Act.

3.37 Confidentiality of information con-
tained in ne7'-drug applications.

3.33 Dclaration of quantity of contents on
labeal for canncd oysters.

3.39 Uca of vcgetable fat in products rhich
are Imitations of Ice cream.

3M0 Pcstllde chemacalz date on which
statute bec:omes fully effective.

3.41 Pcsiclde chemicals; extended dates on
which statuto shall b2come fully
effective.

3.42 Pestlcld2 chemlcals; additional ex-
tcnded dates on which statute shall
became fully effective; denial of re-
quests for extensions.

3.43 Labeln7 of drug preparations contaln-

3A4 Psticide chemalse; further extended
dates on which statute shall become
fully effective.

3.40 Sterillztion of drugs by irradiation.
Auraosxr-x: 2§ 32 to 3.45 issued under sec.

'701. G2 Stat. 1035; 21 U. S. C. 371. Statutory
provlsions Interpreted or applied are cited to
text in parenthses.

§ 3.2 Motica to Vac7:ers and shzppers
of 4helled pcanuts. Investigations by the
Food and Drug Administration have
shown that a number of Interstate ship-
ments of shelled peanumt in bags hold-
Ing from approximately 100 to 125
pounds each have failed to bear labeling
as required by the terms of the Federal
Food, Drug, and Cosmetic Act.

Shelled peanuts in sacks, whether or
not shipped in carload lots, should bear
the following Information required by
the law on food In package form:

(a) The name of the product.
(b) An accurate statement of net

weight.
(c) The name and place of businezs

of the paccer or distributor.
This Information should be conspcu-

oushy cet forth. It may be printed or
stenciled on each bag or, if desired,
placed on tags which are securely at-
tached to each bng.

The net weght marked on the bags
must be the correct net weight of the
peanuts at the time they are delivered to
the carrier for Interstate shipment.
The tara weight of the bag should not ba
Included n the wellht declaration.



RULES AND REGULATIONS

§ 3.3 Notice to manufacturers, pack-
ers, and distributors of glandular Prep-
arations. Under date of December 4,
1941, In a notice to manufacturers of
glandular preparations, the Food and
Drug Administration expressed the opin-
Ion that preparations of inert glandular
materials intended for medicinal use
should, in view of the requirement of
sectioni 201 (n) of the Federal Food,
Drug, and Cosmetic Act (52 Stat. 1041,
21 U. S. C. 321 (n)) be labeled with a
statement of the material fact that there
is no scientific evidence that the articles
contain any therapeutic or physiologi-
cally active constituents. Numerous
preparations of such inert glandular ma-
terials were subsequently marketed with
disclaimers of the type suggested. The
term "inert glandular materials" means
preparations incapable of exerting an ac-
tion or effect of some significant or meas-
urable benefit in one way or another,
1. e., in the diagnosis, cure, mitigation,
treatment, or prevention of disease, or
in affecting the structure or any func-
tion of the body.

Manufacturers have heretofore taken
advantage of regulation (b) under sec-
tion 502 (f) of the act (§ 1.106 (b) of this
chapter) permitting omission of direc-
tions for use where the so-called "pre-
scription only" legend was placed upon
the labels. This regulation was amended,
effective October 10, 1945. Among the
conditions now authorizing the omission
of directions for use, § 1.106 (b) (3) of
this chapter, is the following: "Infor-
mation adequate for the use of such
drug * * * by physicians, dentists,
or veterinarians, as the. case may be,
Is readily available." Obviously, in-
formation adequate for the use of a
glandular preparation which is inert is
not available to physicians, dentists, or
veterinarians.

The Department of Health, Education,
and Welfare is of- the opinion that
inert glandular materials may not be
exempted from the requirements of sec-
tion 502 (f) (1) of the act that they bear
adequate directions for use; and, accord-
Ingly, that their labeling must include,
among other things, representations as
to the conditions for which such articles
are intended to be used or as to the struc-Iture or function of the human body that
they are intended to affect. Since any
such representations offering these arti-
cles for use as drugs would be false or
misleading, such articles will be consid-
ered to be misbranded if they are dis-
tributed for-use as drugs.

The amended regulations provide also
that In the case of drugs intended for
parenteral administration there shall be
no exemption from the requirement that
their labelings bear adequate directions
for use. Such inert glandular materials
for parenteral use are therefore subject
to the same comment as applies to those
intended for oral administration.

§ 3.4 Notice to manufacturers, pack-
ers, and distributors of drugs for iftternal
use which contain mneral oil. In the
past few years research studies have
altered medical opinion as to the useful-
ness and harmfulness of mineral oil in
the human body. These studies have
indicated that when mineral oil is used

orally near mealtime it interferes with stances where United States Pharma-
absorption from the digestive tract of copeia packaging requirements are not
provitamin A and the fat-soluble vita- compiled with after July 1, 1948.
nuns A, D, and K, and consequently in- § 3.6 Notice to importers of Pcruv ! m
terferes with the utilization of calcium canned fish. In collaboration with the
and phosphorus, with the result that the United States Department of State and
user is left liable to deficiency diseases. officials of the Government of Peru, the
When so used in pregnancy it predisposes Food and Drug Administration of the
to hemorrhagic disease of the newborn. Department of Health, Education, and

There is accumulated evidence that Welfare has made a study in Peru of the
the indiscriminate administration of canning of bonito and tuna packed for
mineral oil to infants may be followed by exportation to the United States. The
aspiration of the mineral oil and subse- fish known in Peru as bonito constitutes
quent "lipoid pneumonia." a major portion of the pack. Represent-

In view of these facts, the Department ative specimens of Peruvian bonito have
of Health, Education, and Welfare will been identified as the species Sarda
regard as misbranded under the provi- chilensis. This confirms previous in-
sions of the Federal Food, Drug, and. formation that the species of fish con-
Cosmetic Act a drug for oral adnnmstra- stituting the commercial bonito fishery
tion consisting in whole or in part of in Peru is the same species of bonito that
mineral oil, the labeling of which en- has been packed in this country In small
courages its use an pregnancy or mdi- quantities and sold as bonito, for many
cates or implies that such drug is for ad- years. Minor quantities of another
nmistration to infants, bonito, Sarda velox, are apparently

It is also this Department's view that caught in Peruvian waters but do not en-
the act requires the labelings of such ter the commercial pack to any signlfl-
drugs to bear a warning against con- cant degree. The bonitos, Sarda ohilen-
sumption other than at bedtime and sis and Sarda velox, are not classified as
against adinimstration to Infants. The tuna and under the provisions of the
following form of warning is suggested: Federal Food, Drug, and Cosmetic Act
"Caution: To be taken only at bedtime, have never been legally labeled as tuna,
Do not use at any other time or admin- but must be labeled as "bonito" or
idter to infants, except upon the 9,dvice "bonito fish."
of a physician." Two species of tuna, "skipjack" (Kat-

This statement of interpretation does suwonus pelamis) and "yellowfln"
not in any way exempt mneral oil or (Thunnus macropterus), are commer-
preparations containing mineral oil from cally canned in Peru but constltuto a
complying in all other respects with the relatively small proportion of the Peril-
requirements of the Federal Food, Drug, vian pack of canned fish exported to the
and Cosmetic Act. United States.

§ 3.5 Notice to manufacturers, packers, Information developed during the in-
and distributors of gauze bandages. The vestigatlon In Peru shows that the bonito
-twelfth revision of the United States (Sarda chilensis) can be readily distin-
Pharmacopeia established a packaging guished from the tunas. Consequently
specification standard for adhesive ab- no difficulty should be encountered by
sorbent gauze (adhesive absorbent com- packers In keeping separate the fish in
press) which read: "Adhesive absorbent the two classifications and In properly
gauze must be packaged individually--labeling the canned product before ship-
in such manner that the sterility is ment.
maintained until the individual pack- The provisions of the Federal Food,
age is opened for use, and the individual Drug, and Cosmetic Act require that ir-
packages must' be grouped in a second portations of canned bonito and canned
protective container." This specifca- tuna, when offered for entry Into the
tion, with slight modifications in the United States, must bear labels designat-
wording, appears in the thirteenth revi- ing the product as "bonito" or as "tuna",
sion of the United States Pharmacopeia, as the case may be. Shipments that
which is now official, are unlabeled or mislabeled when offered

At the time the standard was first for entry must be detained and are sub-
promulgated representations were made ject to refusal of admission, with con-
to the Food and Drug Administration sequent exportation or. destruction.
that, due to the existence of war prior- § 3.7 Notice to manufacturers, pack.
ities, it was impossible for manufacturers ers, and distributors of Veterinary prepa-
to obtain the machinery needed to wrap rations and animal leeds. A number of
the bandages individually. In view of products have been developed to promote
the priority situation existing at that fattening, increase milk or egg produc-
time, the Administration informed man- tion, or effect other physiological changes
ufacturers generally that until conditions in farm animals. Many of these com.
changed no legal actions would be Inau- pounds contain as active ingredients sub-
gurated under the provisions of the Fed- stances the toxicity of which Is known
eral Food, Drug, and Cosmetic Act based to be of a high order. For example,
solely on the failure to wrap adhesive thiouracli, a very potent drug, has been
gauze bandages individually, proposed for use to promote fattening.

Recent investigations have revealed When such substances are added to food
that most manufacturers have obtained they render the food adulterated under
the machinery needed for the individual section 402 (a) of the Federal Food, Drug,
wrapping of such bandages or have been and Cosmetic Act.
promised early delivery of such machin- The Department of Health, Education,
ery. It will be the purpose of the De- and Welfare regards sections 402 (a) (2)
partment of Health, Education, and Wel- and 406 of the act as clear enunciations
fare to recommend legal actions in in- of congressional intent to deny the chan-
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nels of interstate commerce to food con-
taimng added poisonous or deleterious
ingredients which are unnecessary m its
production or which can be avoided by
good manufacturing practice.

Since these compounds are intendEd to
affect the structure or function of the
body of animals and have not been pre-
viously used for such purposes, they are
regarded as new drugs, requiring the
submission of adequate evidence of their
safety, as required by section 505 of the
act, before being marketed in gnterstate
commerce.

In considering a new-drug applica-
tion for a product intended to effect
physiological changes in farm animals,
the Department of Health, Education
and Welfare will regard the absence of
satisfactory evidence showing that the
meat or other food obtained from am-
mals fed the drug is entirely free of any
poisonous or deleterious ingredient re-
sulting therefrom at the time of market-
ing as ground for refusal to make the
application effective.

§ 3.8 Notice to manufacturers, pacl -
ers, and distributors of Ventoillin-con-
-taming drugs for vetertnary use. Since
the release on October 5, 1945, of the no-
-tice to manufacturers and distributors of
veterinary penicillin and a circular en-
titled "Indications, Directions and Pre-
-cautions Suggested for Inclusion in the
,Labeling of Sodium and Calcium Pencil-
lin for Veterinary Use" and the supple-
.nentaI material releaseit on April 25,
1946, much additional information has
-accumulated relative to the use of peni-
cillin m ammals. However, the knowl-
edge concerning the efficacy and limita-
tions of penicillin for treating various
disease conditions of animals is far from
being complete. Therefore this state-
nent, which is intended to supersede

previously released information on the
labeling of penicillin-containing drugs
for veterinary use, is in the nature of a
tentative guide to be used in conjunction
with the penicillin regulations for label-
ing penicillin for veterinary use. As
the knowledge of the efficacy and limita-
-tions of penicillin for treating animals is
-expanded there will be further releases
relating to the labeling of such drugs.
It is believed, however, that at the pres-
-ent time claims made in the labeling of
pemcillin intended for veterinary use
should not exceed those suggested in this
section.

Penicillin, under laboratory conditions,
has pronounced potency against a wide
range of organisms, including the fol-
lowing of interest to veterinarians: most
strains of streptococci, staphylococci,
clostridia, corynebactena, Bacinus an-
thracis, Actinomyces bows, Erysipelo-
thrix rhusiopathiae, and leptospira.
Penicillin is meffective in infections
caused by gram-negative bacilli, viruses,
and occasional resistant strains of-organ-
isms which are usually regarded as
susceptible to penicillin.

(a) Indications. There is conclusive
scientific evidence establishing the thera-
peutic efficacy of penicillin for bovine
mastitis caused by Streptococcus agalac-
tiae. Good results have been reported in
the use of penicillin for mastitis caused
by strains of Streptococcus dysgalactiae.
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Results of treatment are no more than
fair in mastitis caused by Streptococcus
Ubers and staphylococci; roor In c'-ts
caused by corigebacterla. Mfatitis
caused by colon bacilli does not re.-pnd
to penicillin therapy. Reliable rcports
provide a supportive basis for rccom-
mending the use of penicillin for the fol-
lowing disease conditions: leptozpirosis
of dogs, osteomyelitis, peritonitis,
strangles of horses, equine pneumonia,
tetanus in the very early stage (with
antitoxin) calf pneumonia, calf diph-
theria, pyelonephrlts in cattle, blaclleg,
malignant edema, anthrax in the very
early stage, metrltis, bovine actinomy-
cosis, swine erysipelas In turkeys, and
superficial Infections of the sin caused
by penicillin-sensitive organsns It
should be remembered that proper use
of effective -therapy depends on an ac-
curate diagnosis of the disease condition
to be treated.

(b) Methods of admintstration-(1)
Byinlection. Deep Intramuscular Injec-
tion is the route of choice when using the
parenteral forms of penicillin for sys-
temic therapy. Subcutaneous injections
are apt to be painful and are therefore
usually avoided. When penicillin in oil
or penicillin in oil and wax is injected
care should be taken that the needle is
not in a blood vessel before discharging
the contents of the syringe.

(2) By mouth. Since penicillin is in-
activated by gastric secretion, It cannot
be given by mouth unless precautions are
taken to neutralize the process In the
stomach. This may be accomplished
through the use of buffered penicillin tab-
lets given at least I hour before and not
less than 2 hours after eating. The ther-
apeutic efficacy of these tablets will vary
in different individuals and according to
the amount of active penicillin abzorbed.
As a general rule, the amount of peaniell-
lin required for effective therapy when
given by mouth Is five times the amount
required by injection. With the possible
exception of small-animal practitioners,
veterinarians will probably find it im-
practicable to use penicillin In this form.
Buffered penicillin tablets may be of
value in some cases in which It Is not pos-
slble to administer the drug by Injection
at the required intervals and In others
after the disease has been brought under
control by penicillin injections, and It is
desirable to continue the use of the drug.
The tablets may be given alone or as a
zupplement to parenteral therapy. In all
serious conditions, however, parenteral
administration is the recommended route.

(3) By topical application. Topical
application includes direct injection of
penicillin suspended in suitable vehicles
into udders through the teat canal, into
abscesses, joint capsules, body cavities,
the spinal canal, and direct application
to the skin and eyes. The underlying
purpose of this method is to Insure ef-
fective therapeutic concentrations of the
drug in local areas of infection. In many
instances it may be used as an adjunct
to parenteral injections. However, after
parenteral Injection penicillin does not
penetrate readily to the eyes, into spinal
fluid, or, unless in extremely high unit-
age, into the milk, Therefore the topical
method appears to be the only practica-
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ble one of treating local Infections In-
rolving the eyes, spinal canal, or udder.

(c) Dasagc-(l) Systemze infections.
For therapy of systemic infections caused
by most strains of panicillin-sensitive or-
ganisms a minimum of 2,000 units per
pound of body wlght should be admin-
istered, preferably by Intramuscular in-
Jection. Further information concerming
this recommendation may be obtained by
request from the Food and Drug Ad-
ministration. The required dosage of
water-Soluble salts of penicillin dissolved
in propar aqueous solvents should be re-
peated every 3 to 4 hours to establish and
maintain effective therapeutic concen-
tration3 of the drug in the body fluids
and tissues. The necessary amount of
panicilin in oil and wax should be given
every 12 hours. The indicated quantity
of procaine penicillin in oil or of certain
of the ncwer certifiable repository peni-
ciIln products may be given as infre-
quently as once every 24 hours or longer.
However, severe infections or infections
caused by less sensitive organisms may
require up to double the minimum dos-
age or more frequent injections or both.
Since the objective of penicillin therapy
Is to bring the infection under control as
quic:ly _' possible, the minimum dosage
or frequency of injection or both should
be increased materially in all conditions
kmown to be caused by sensitive organ-
Lims If no ddfnite indication of clinical
improvement is noticed 12 to 14 hours
after the initial injection.

(2) Borine Streptococcus agalactiade
mastiffs. Effective treatment of udders
infected with penicillin-sensitive organ-
Isms depends on maintaining therapeu-
tically effective concentrations of peni-
cilin in the area of Infection. Available
experimental data indicate that the fol-
lowing methods for introducing adequate
amounts of the drug into infected quar-
ters can be depended upon to overcome
the Infection in a majority (75 percent or
more) of Streptococcus agalactlae mas-
titis cases:

(I) Aqueous solutions (sodium, calcium,
or crystalline penicillin dissolved in ster-
ile distilled water)

(a) Inject 25.000 to 30,000 units under
asptic conditions through the teat canal
into each Infected quarter. Repeat after
each milling or once every 12 hours until
five to seven Injections have been made.
One repeat injection may be sufficient in
the chronic form without induration.

(b) In cows producing up to 40 pounds
of milk par day a total of 100,000 units
per infected quarter administered as five
injections of 20,000 units each at inter-
vals of 12 hours or a- four injections of
25,000 units each at intervals of 24 hours.
In cows producing more than 40 pounds
of mIlk per day or in acute cases a total
of 200,000 units per infected quarter ad-
ministered as four Injections of 50,00
units each at Intervals of 24 hours. It
may b3 desirable to skip one milng
after the last injection in the series to
prolong a therap-utic concentration of
penicillin In the treated quarters. Vol-
ume of vehicle should be adequate to
favor immediate distrboution throuhout
the cistern area. Usually 50 cc. is
adequate.
(c) Large udders: First day, 200,000

units per infected quarter; second and
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third days, 100,000 units per infected
quarter each day. Small to moderate-
sized udders: First day, 100,000 units per
Infected quarter; second and third days,
50,000 units per infected quarter each
day. All quarters infected with Strepto-
coccus agalactiae at the time of drying
off should be infused with 100,000 to
200,000 units sometime during the dry
period, preferably during the interval
between 2 weeks after the last milking
and 3 weeks before parturition.

(i) Emulsified solutions (soluble salts
of penicillin dissolved in oil and water
emulsified with lanolin derivatives) In-
Ject 100,000 units under aseptic condi-
tions through the teat canal into each
infected quarter. Repeat treatment if
subsequent bacteriological examination
shows infection to be still present.

(iii) Bougies (25,000 or more units of
sodium, calcium, potassium, or procaine
penicillin in a milk-soluble base shaped
in slender, elongated form to permit easy
insertion into the milk cistern of the
udder through the teat canal) Asepti-
cally insert one bougle into each infected
quarter after each milking for as long as
the infection persists.

(iv) Oil and wax suspensions (cal-
cium or crystalline" penicillin in refined
peanut or sesame oil and white wax) and
ointments (calcmm or crystalline pem-
cillin in an ointment base suitable for
udder instillation) In view of the
scarcity of information concerning this
use of such products, basic directions for
use may be different in individual cases.
Adequacy of directions as a whole de-
pends primarily on the penicillin po-
tency of each product and the nature of
supportive data.

(3) General. Whenever practicable,
accurate diagnosis should be established
by Identification of the causative organ-
ism. No case of mastitis should be con-
sidered cured unless bacteriological ex-
amination of the milk .taken from
treated quarters approximately 3 weeks
'after the last application of penicillin
shows the absence of causative organ-
isms. Augmenting penicillin therapy
with proper surgical treatment yields
best results when treating abscesses,
empyema, suppurative arthritis, and in-
fections of body cavities and 3oints
caused by penicillin-sensitive organisms.
Collections of pus should be removed
prior to each local application of 25,000
to 50,000 units of penicillin in sterile
aqueous solution two to three times every
24 hours. Sterile dressings, saturated
with an aqueous solution containing at
least 1,000 units of penicillin per milli-
liter, applied one or more times per day
as the condition indicates, may be effec-
tive for treating superficial infections of
the skin caused by pemncillin-sensitive
organisms. If indicated, supplement lo-
cal therapy with systemic medication.

(d) Precautions. If reactions occur
which cannot be adequately controlled
and are more serious than the condition
being treated, use of the drug should be
discontinued.

§ 3.9 Notice to manufacturers, pack-
ers, and distributors of salt substitutes.
The recent reported poisonings from
salt substitutes containing lithium chlo-
ride have focused attention upon this

entire field. Salt substitutes have been
regarded in the past as special dietary
foods. They are also drugs, since they
are employed In the mitigation and treat-
ment of disease. There is considerable
doubt as to the safety of unrestricted use
of any salt substitute in the presence of
cardio-vascular-renal disease and a low
sodium diet. Consequently, the Depart-
ment of Health, Education, and Welfare
believes that each salt substitute is a
new drug-within the meaning of section
201 (p) of the Federal Food, Drug, and
Cosmetic Act. The interstate distribu-
tion of each salt substitute should be
discontinued until a new-drug applica-
tion has been filed and has become effec-
tive with respect to the substitute.

§ 3.10 Notice to manufacturers and
users in food products of mono bdium
glutamate. In the light of information
now before the Food and Drug Admin-
istration on the manner of use of mono-
sodium glutamate in foods, this Agency
is not disposed to maintain the position
previously expressed by it on April 11,
1940, In a trade correspondence letter
designated as TC 233 that monosodium
glutamate be designated as an artificial
flavoring on labels of foods to which it
is added. Where it Is used as an In-
gredient in a food for which a standard
of identity has not been promulgated
under the Federal Food, Drug, and Cos-
metic Act, its presence should be de-
clared on the label by its common or
usual name, monosodium glutamate, In
compliance with section 403 (1) (2) of
the act. Since none of the standards of
identity for food so far promulgated
under section 401 provide for the inclu-
sion of monosodium glutamate as an
optional ingredient, this substance may
not be used in such standardized foods
unless and until the appropriate stand-
ards are amended after hearing. If in
any case the addition of monosodium
glutamate has the effect of concealing
damage or inferiority, or of making the
article appear to be of better or greater
value than it is, the article* would be
classed as adulterated regardless of
labeling.

§ 3.11 No tic e to manufacturers,
packers, and distributors of estrogenic
hormone preparations. Some drug prep-
arations fabricated wholly or in part
from alpha-estradiol and labeled as to
potency in terms of international units
or in terms of international units of es-i
trone activity have been marketed. The
international unit of the estrus-produc-
Ing hormone was established by the In-
ternational Conference on the Standard-
ization of Sex Hormones at London, Eng-
land, on August 1, 1932. This unit was
defined as "the specific estrus-producing
activity contained in 0.1 gamma
(=0.0001 mg.) of the standard" hydroxy-
ketonic hormone found in urine (es-
trone) The International Conference
declared that it did not recommend the
determination of the activity of non-
hydroxyketonic forms of estrogenic
hormones in units of estrone because of
the varying ratios between the activity
of such non-hydroxyketonic estrogenic
hormones and estrone, when measured
by different methocqs on test animals.
There Is no international unit for

measuring the activity of alpha-estradlol
and no accepted relationship between Its
activity and that of estrond, either In test
animals or In humans. The declaration
of potency of alpha-estradiol In terms of
international units or In terms of Inter.
national units of estrone activity Is there-
fore considered misleading, within the
meaning of 21 U. S, C. 352 (a) The
declaration of the alpha-estradiol con-
tent of an estrogenic hormone prep-
aration In terms of weight Is considered
appropriate.

§ 3.12 Temporary permits for inter-
state shipment of experimental packs of
food varying from the requirements of
deflnitions and standards o1 identity.
(a) The Department of Health, Educa-
tion, and Welfare recognizes that ap-
propriate investigations of potential
advances In food technology sometimes
require tests in interstate markets of the
advantages to and acceptance by con-
sumers of variations In foods from ap-
plicable definitions and standards of
identity prescribed under section 401 of
the Federal Food, Drug, and Cosmetio
Act.

(b) It Is the purpose of the Depart-
ment to permit such tests where they are
necessary to the completion or conclu.
siveness of an otherwise adequate in-
vestigation and where the Interests of
consumers are adequately safeguarded.
The Department will therefore refrain
from recommending regulatory proceed.
ings under the act on the charge
that a food does not conform to an ap-
plicable standard, If the person who In-
troduces or causes the Introduction of
the food into Interstate commerce holds
an effective permit from the Secretary
providing specifically for those varia-
tions in respect to which the food falls
to conform to the applicable definition
and standard of identity.

(c) Any person desiring a permit may
file with the Secretary a written applica-
tion in triplicate containing as part
thereof the following:

(1) Name and address of the appli-
cant.

(2) A statement of whether or not the
applicant Is regularly engaged in produo-
Ing the food involved.

(3)' A reference to the applicable
definition and standard of Identity (cit-
ing applicable section of regulations)

(4) A full description of the proposed
variation from the standard,

(5) The basis upon which the food so
varying Is believed to be wholesome and
nondeleterious.

(6) The amount of any new ingre-
dient to be added; the amount of any in-
gredient, required by the standard, to
be eliminated; any change of concen-
tration not contemplated by the stand-
ard; or any change in name that would
more appropriately describe the now
product under test. If such new Ingre-
dient Is not a commonly known food in-
gredient, a description of its properties
and basis for concluding that it Is not
a deleterious substance.

(7) The purpose of effecting the
variation.

(8) A statement of how the variation
is of potential advantage to consumers.
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(9) The labeling proposed to be used
for the food so varying.

(10 The period during which the
applicant desires to introduce such food
into interstate commerce, with a state-
ment of the reasons supporting the need
for such period.

(11) The probable amount of such
food that will be distributed.

(12) The areas of distribution.
(13) The address at which such food

will be manufactured.
(14) A statement of whether or not

such food has been or is to be distributed
in the State in which it was manufac-
tured.

(15) If it has not been or is not to be
so distributed, a statement showing why.

(16) If it has been or is to be so dis-
tributed, astatement of why it is deemed
necessary to distribute such food in other
States.

(d) The Secretary may require the
applicant to furnish samples of the food
varying from the standard and to furnish
such additional information as may be
deemed necessary for action on the
application.

(e) If the Secretary concludes that
the variation may be advantageous to
consumers and will not result in failure
of the food to conform to any provision
of the act except section 403 (g) a per-
mit shall be issued to the applicant for
interstate shipment of such food. The
terms and conditions of the permit shall
be those set forth in the application with
such modifications, restrictions, or quali-
fications as the Secretary may deem nec-
essary and state in the permit.

(f) The terms and conditions of the
-permit may be modified at the discretion
of the Secretary or upon application of
the permittee during the effective period
of the permit.

(g) The Secretary may revoke a per-
mit for cause, which shall include but
not be limited to the following:

(1) That the permittee has introduced
a food into interstate commerce contrary
to the terms and conditions of the
permit.

(2) That the application for a permit
contains an untrue statement of a
material fact.

(3) That the need therefor no longer
exists.

(h) During the period within which
any permit is effective, it shall be deemed
to be included within the terms of any
guaranty or undertaking otherwise ef-
fective pursuant to the provisions of
section 303 (c) of the act.

(D If an application is made for an
extension of the permit, it shall be ac-
companied by a description of experi-
ments conducted under the permit,
tentative conclusions reached, and rea-
sons why further experimental shipments
are considered necessary.
(Sees. 401, 403, 52 Stat. 1046, 1047; 21 U. S. 0.

341, 343)

§ 3.13 Supplying pharmacists with In-
dications and dosage of drugs. (a) This
Department is aware of statements that
the regulations covering prescription
drugs prevent the manufacturer from
sending the pharmacist data he needs on
Indications and dosage in exercising his
important professional function of
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checking against possible mistake In the
prescription.

(b) These regulations emphasize the
Importance of the profession of phar-
macy; they are not intended to deprive
the pharmacist of information neceszary
to the discharge of his profesional duty
of insuring the integrity of the druns he
dispenses on prescription.

(c) To discourage attempts at Celf-
medication with drugs which the layman
cannot safely and effectively use without
the physician's guidance and which
therefore should be dispensed only on
doctor's orders, the regulations provide
that the labeling of such drugs shall not
bear indications or directionz, except
that the prescription package should
bear the directions specified in the pre-
scription. The law defines labeling as
written, printed, or graphic matter
accompanying the drug.

(d) The courts have given a broad in-
terpretation to the definition of labeling,
holding it to cover all pamphlets and the
like used to inform consunmers what the
drug is for and how It Is to be used. The
Department of Health, Education, and
Welfare regards the supplying of printed
matter to the pharmacist for his pro-
fessional information, and not as a
means of over-the-counter sales pro-
motion, such as by display to prospec-
tive purchasers, as a legitimate means
of making Information necessary for pro-
fessional use readily available. This
Department has no intention of recom-
mending action based on the supplying
or use of such material for that profes-
sional purpose.

§ 3.14 Notice to manufacturers and
distributors of foods and drugs contain-
ing artificial sweeteners. Chronic-tox-
icity studies conducted by the Depart-
ment of Health, Education, and Welfare
show that the artificial sweetener dulcin
(also known as sucrol, or 4-ethoxy-
phenylurea, or paraphenetolcarbamide)
and P-4000 (also known as 1-n-propory-
2-amino-4-nitrobenzene) cause injury to
rats when fed at relatively low levels for
approximately 2 years. Consequently,
the Secretary of Health, Education, and
Welfare regards these chemlcals as
poisonous substances which have no
place in any food.

Pending further evaluation of avail-
able data, It is not possible to state the
conditions under which dulcin or P-40Q0
would render a drug in which it is used
dangerous to health. Since other ar-
tificial sweeteners are available which
have a much greater mprgln of safety in
chronic-toxicity studies, the use of dl-
tn and P-4000 as sweeteners of drugs is

to be discouraged.
§ 3.15 Notice to manufacturers and

labelers of antibiotic and antfbiotic-con-
tainng drugs. Recent inves tigations by
the Department of Health, Education,
and Welfare have revealed that a num-
ber of persons engaged In manufacturing
and selling antibiotic and antlblotic-
containing drugs are introducing into
interstate commerce shipments of these
drugs that are unlabeled, or not fully
labeled, and are not exempt from label-
ing under the provisions of § 140.18 of
this chapter. This practice h,- been
based upon the belief that interstate
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s-hipments of antibiotic and antibiotic-
containing drugs to persons engaged in
the export trade are not subject to
certification.

When theze drugs are Introduced into
Interstate commerce they must be carti-
fled, exempted from labelina under
§ 146.18, of this chapter, or exempted
from misbranding by meeting all the
conditions spZclflcd In section 801 (d) of
the Federal Food, Drug, and Cosmetic
Act (21 U. S. C. 381 (d)). Section 801
(d) of the act is not satisfied merely by
shipment of drugs to exporters. If ex-
emption under this section is to be
claimed, the drugs, at the time of Intro-
duction into Interstate commerce, must
be marhed for export, must accord to the
specifications of the foreign purchaser,
and must not be in conflict with the laws
of the country to which they are Intended
for export. The initial shipper has a
re3ponslbility to meet all the conditions
of section C01 (d) if exemption is to be
claimed. It is not enough that he is
shipplng to a person engaged In the ex-
port trade who will obtain a foreign
purchaser, who will mark the goods for
export, and who will obtain assurance
that the drug is not in conflict with the
laws of the country to which Itis intended
for export.

Sectlon 146.18 of this chapter provides
exemption from labeling. If the orig-
inal shipper has an effective exemption
permit under the regulations in Part
146, the exporting firm named in the ex-
emption p -rmlt may be allowed toreceive
and to hold the unlabeled drugs under
the exemption until the conditions of
section 801 (d) of the act are satisfied.

3.10 Notfce to manufacturers,pqc:-
ers, and distributors of drug products.
Conference have recently been held be-
tween members of the Department of
Health, Education, and Welfare and rep-
rezentatives of the Agricultural Research
Service, Department of Agriculture,
concerning requests made to that agency
for the release of ox bile from condemned
livers of slaughtered animals for use in
the manufacture of certain drugs.

The Secretary of Health, Education,
and Welfare has given careful consid-
eratlon to this problem and has reached
the concluzion that no hazard to public
health will be involved in the release of
such ox bile, after the addition to it of
ufMficlent sodium hydroxide to give the

mixture a sodium hydroxide content of
not less than 5 percent, the mixture then
being allowed to stand at least 24 hours.
This Department will not regard as in
violation of the provisions of the Federal
Food, Drug, and Cosmetic Act such alsa-
lized and aged ox bile, if labeled "Ox Bile
and Sodium Hydroxide (or Ox Bile and
Sodium Hydroxide Solution). Sodium
hydroxide not less than 5 percent by
weight, For manufacturing use only"
together with a statement of the quan-
tity of contents in the container (for ex-
ample, "50 gallons") and the name and
address of the manufacturer, packer, or
shipper.

Bile from the condemned livers of
sheep and goats also may be released,
under the sa-e conditions as outlined in
the preceding parag=aph, except that
the words "Sheep Bile" or "Goat Bile,"
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as the case may be, shall be substituted
for the words "OX Bile" upon the label.
In the-case of mixtures of bile from any
two or all three of the sources mentioned,
the label shall indicate the sources of
such bile.

§ 3.17 Labeling o1 oleomargartne.
The Federal Food, Drug, and Cosmetic
Act was amended by the recently
enacted legislation (64 Stat. 20) on col-
ored oleomargarine. A new section
numbered 407 was added. Among other
things, the new section requires that
there appear on the label of the package
the word "oleomargarine" or "marga-
rine" in type or lettering at least as large
as any other type or lettering on such
label, and a full and accurate statement
of all the ingredients contained in such
oleomargine or margarine. It provides
that these requirements "shall be in ad-
dition to and not in lieu of any of the
other requirements of this Act."

(a) Under section 403 (g) of the Fed-
eral Food, Drug, and Cosmetic Act any
article that is represented as or purports
to be oleomargarine must conform to
the definition and standard of identity
for oleomargarine promulgated under
section 401 of the act (Part 45 of this
chapter) and Its label must bear the
name "oleomargarine," which is the
name specified in the standard. It is
this Department's view that the name"oleomargarine" should appear on the
label, until the standard is amended.

(b) While under the provisions of the
identity standard for oleomargarine only
certain of the optional ingredients au-
thorized by the standard are required
to be declared on the label, section 407
requires, in the case of colored oleomar-
garine, "a full and accurate statement
of all the ingredients contained in such
oleomargarine or margarme." The fol-
lowing optional ingredients authorized
by the identity standard for oleomar-
garine and the names by which we be-
lieve such ingredients, when present,
should be declared in order to constitute
"a full and accurate statement" are set
forth below'

(1) The rendered fat, or oil, or stearin
derived therefrom (any or all of which
may be hydrogenated) of cattle, sheep,
swine, or goats, or any combination of
two or more, of such articles-to be de-
clared by thQ name of the specific
animal fat, oil, or stean, for example,
"beef fat."

(2) Any vegetable food fat or oil, or
'oil or stearm derived therefrom (any or
all of which may be hydrogenated) or
any combination of two or more of such
articles--to be declared as, for example,
"cottonseed oil" or "soybean oil," or if
such oils are present in the same batch
or lot, as "cottonseed oil, soybean oil,
peanut oil, and corn oil," listing the pre-
dominating oils of the mixture ahead of
those which are present in much smaller
quantities. If the oil or oils present are
hydrogenated, the declaration should be,
for example, "hydrogenated cottonseed
oil" or "hardened cottonseed oil."

(3) The optional ingredients cream,
milk, skim milk, or dried skim milk
(nonfat dry milk solids or defatted milk
solids) and water, butter, and salt should
be declared by those terms.
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'(4) Artificial color and artificial flavor
should be declared as such by the terms
prescribed in the identity standard for
oleomargarme. They need not, be ad-
ditionally declared by the names of the

-specific colors or flavors.
(5) The presence of sodium benzoate

or benzoic acid should be declared as
prescribed by the identity standard for
oleomargarine.

(6) The optional ingredient vitamin
A added in an essential carrier may be
declared merely as "vitamin A added"
or "with added vitamin A."

(7) The optional ingredient vitamin
D may be declared as "vitamin D added"
or "with added vitamin D."

(8) The optional emulsifying Ingredi-
ents lecithin, mono- or diglycerides and
sodium sulfo-acetate derivatives of
mono- or diglycerides should be declared
by those terms.

(9) The statement of all the ingredi-
ents contained in colored oleomargarine
is subject to the requirements pertaining
to conspicuousness in section 403 (f) of
the act.

(c) In considering the requirement
that the word "oleomargarine" be in type
or lettering at least as large as any other
type or lettering on the label, it must
be borne in mind that other factors than
mere height of lettering are involved.
The type or lettering of the word "oleo-
margarine" should be compared with
other type or lettering from the stand-
point of:

(1) The area occupied by each letter
as measured by a closely fitting rectangle
drawn around it. The area, of such rec-
tangle with respect to any of the letters
in the word "oleomargarine" should
equal or exceed the area of such rec-
tangle applied to the same or a corre-
sponding letter elsewhere on the label.
A single letter may be the largest type
.on the label, in which case each letter in
the word "oleomargarine" must be at
least as large as that letter.

(2) The boldness of letters, or breadth
of the lines forming the. letters which
constitute factors in determining large-
ness. The letters in the word "oleomar-
garine" should equal or exceed in bold-
ness and prominence that of the same
or corresponding letters elsewhere on
the label.
(d) Colored oleomargarine containing

the optional ingredients vitamin A
and/or vitamin D continues to be subject
to the labeling requirements of section
403 (j) of the act pertaining to foods
for special dietary use.

(e) The word "oleomargarine" (and
thus the other information called for by
the statute) should appear on each panel
of the package label which might reason-
ably be selected by the grocer for display
purposes at the point of sale.

(f) The colored-oleomargarme amend-
ment states that "for the purposes of
this section [section 15 of the Federal
Trade Commission Act, as amended] and
section 407 of the Federal Food, Drug,
and Cosmetic Act, as amended, the term
'oleomargarine' or 'margarine' includes
(1) all substances, mixtures, and com-
pounds known as oleomargarine or mar-
garine; (2) all substances, mixtures, and
compounds which have a consistence

similar to that of butter and which con.
tain any edible oils or fats other than
milk fat if made in imitation or sem-
blance of butter." Notwithstanding the
difference between this definitlon and
the definition and standard of identity
for oleomargarine promulgated under
section 401 of the act, It was the clear
intent of Congress that any article which
is represented as or purports to be oleo-
margarine and which fails to comply
with the definition and standard of Iden-
tity for oleomargarine Is misbranded un-
der section 403 (g), even though it may
meet the new statutory definition. This
ban on an article which fails to comply
with the definition and standard of Iden-
tity for oleomargarine heretofore has
not applied to colored or uncolored oleo-
margarine sold within the same State in
which manufactured. By the terms of
the new section 407 colored oleomarga-
rine or colored margarine which is sold
in the same State or Territory In which
it is produced is subject in the same
manner and to the same extent to the
provisions of this act as if it had been
introduced into interstate commerce,

(g) Section 407 (b) (4) requires that
each part of the contents of the pack-
age be "contained in a wrapper which
bears the word 'oleomargarine' or 'mar-
garme' in type or lettering not smaller
than 20-point type." We Interpret this
to mean that the height of the actual
letters is not less than 20 points, or 2%2
of 1 inch.

(h) Since w r a p p e d quarter-pound
sticks of oleomargarine may constitute
units of retail sale, they should be indi-
vidually labeled with all the mandatory
label information required by sections
403 and 407 of the Food, Drug, and Cos-
metic Act, Just as in the case of 1-pound
cartons.

§ 3.19 Notice to manufacturers, paelc-
ers, and distributors of pastearied proc-
ess cheese, pasteurized blended cheese,
pasteurzzed process cheese food, pasteur-
ized process cheese spread, and related
foods. (a) Definitions and standards of
Identity have recently been promulgated
under the authority of the Federal Food,
Drug, and Cosmetic Act for a number of
foods maae in part from cheese, includ-
ing pasteurized process cheese; pasteur-

.Ized process cheese with fruits, vegeta-
bles, or meats, pasteurized blended
cheese; pasteurized process cheese food;
pasteurized process cheese spread, and
related foods. These standards pro-
scribe the name for each such food. The
act requires that this name appear on the
label. Many of these names consist of
several words. In the past It has been
the practice of some manufacturers to
subordinate the words "pasteurized,"
"b 1 end e d," "process," "food," and
"spread" to give undue prominence to
the word "cheese" and to words naming
the variety of cheese involved.

(b) When placing the names of theso
foods on labels so as to comply with the
requirements of section 403 (a), (f), and
(g) of the act, all the words forming the
name specified by a definition and stand-
ard of identity should be given equal
prominence. This can readily be ac-
complished by printing the specified
name of *the food In letters of the same
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size, color, and style of type, and with the
same background.

(c) Where the names of optional n-
gredients are required to appear on the
label, the designations of all such in-
gredients should be given equal prom-
mence. The names of the optional
ingredients should appear prominently
and conspicuously but should not be dis-
played with greater prominence than
the name of the food. The word "con-
tains" may precede the names of the
optional ingredients, and when so uzed
will not be considered as intervening
printed matter between name of food
and name of optional ingredients re-
quired to be placed on the label.

(d) Where a manufacturer elects to
include a label statement of fat and
moisture content, the declaration should
be on the basis of the food as marketed.
A fat declaration on a moisture-free
basis is likely to be misleading, and
should not be used in labeling.

§ 3.20 Status of salt substitutes under
the Federal Food, Drug, and Cosmetic
Act. Under date of March 8, 1949, the
Department of Health, Education, and
Welfare announced (§ 3.9) that it would
regard each salt substitute as a new drug
within the meaning of section 201 (p)
of the Federal-Food, Drug, and Cosmetic
Act, and that interstate distribution of
each salt substitute should be discontin-
ued until a new-drug application had
been filed and become effective. Sub-
stantial information concerning the
safety of many of the ingredients used in
salt substitutes has been developed znd
published since the announcement was
made. It is now possible to evaluate the
safety of many individual salt substi-
tutes and to determine whether they
are new drugs requiring effective appli-
cations prior to distribution in interstate
commerce.

The Department of Health, Education,
and Welfare therefore no longer regards
all salt substitutes as new drugs. Upon
request, the Department will express its
opinion as to whether a new-drug appli-
cation is necessary for any particular
product if complete information con-
cerning its composition and proposed
labeling is submitted.

§ 3.21 Notice to manufacturers of Pas-
teurzzed process cheese food and pas-
teurzzed process cheese spread. Regula-
tions establishing definitions and stand-
ards of identity for pasteurized process
cheese food and pasteurized process
cheese spread appear in §§ 19.765 and
19.775 of this chapter, respectively.
These regulations became effective on
February 24, 151.

An application has been received from
a substantial portion of the interested
industry proposing to amend these regu-
lations to permit skm milk cheese for
manufacturing as an optional ingredient
in these foods. Alternative ways of
amending the regulations are suggested:
(1) To permit skim milk cheese for man-
ufacturing as an optional cheese In-
gredient under paragraph (c) of each of
the sections; or (2) To permit siu milk
cheese for manufacturing as an optional
dairy ingredient under paragraph (d) of
-each of the sections.
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A hearing to take evidence on there
proposals will be called as coon as prac-
ticable. Pending such a hearing and the
:Issuance of an order resultiag therefrom,
the Department of Health, Education,
and Welfare will not recommend action
against pasteurized process cheeze foods
or pasteurized process cheese spreads
solely because they include s m mill:
cheese for manufacturing as part of the
optional cheese or dairy ingredients.
Such foods must comply with other re-
quirements of the existing regulations as
well as the general provisions of the law.

§ 3.22 Suprarenl glands from hog
carcasses pnor to final inspection. The
Agricultural Research Service of the
U. S. Department of Agriculture has in-
formed the Food and Drug Administra-
tion of the Department of Health, Edu-
cation, and Welfare that, under appro-
priate conditions, it will permit the
removal of suprarenal glands from hogs
that have not been finally inspected by
Federal inspectors. The glands to be so
obtained are intended for use in manu-
facturing extracts containing one or
more of the therapeutically useful con-
stitutents of suprarenal glands.

Under the conditions specified In this
section, the Secretary of Health, Educa-
tion, and Welfare has determined that
the public health will be adequately pro-
tected from any danger from the use of
drugs, made in whole or in part from
suprarenal glands of hogs that may be
condemned by Federal Inspectors of the
Department of Agriculture after re-
moval of such glands from the carcasses,
arising from any abnormality of such
carcasses if such glands are subjected to
the following prescribed treatment,
which will destroy or eliminate any mi-
croorganisms or toxins that might be
present in the glands:

The glands are subjected to quick
freezing promptly upon removal from
the carcasses and maintained In a frozen
state until they are ground and im-
mersed in 95 percent to 100 percent ace-
tone. The ground tissues remain In the
acetone for a period of not lers than 6
days, the mixture Is filtered, and the rest-
due is burned.

§ 3.23 Notice to manufacturers and
users of monosodium glutamate and
other hydrolyzed vegetable protein prod-
ucts. Following a review of various
statements submitted by manufacturers
and distributors of monosodium gluta-
mate and various hydrolyzed plant pro-
tein products, the following conclusions
have been reached:

(a) The facts submitted establish that
there are three classes of products to be
considered:

(1) Purified monosodium glutamate.
(2) Hydrolyzed proteins (amino acid

salts) from which none of the mono-
sodium glutamate has been removed.

(3) Hydrolyzed proteins (amino acid
salts) a by-product in the manufacture
of purified monosodium glutamato but
from which a substantial proportion of
the monosodium glutamate has been
removed.

(b) The statement of policy appear-
Ing in § 3.10 is reaflirmed. Monozodium
glutamate is the common or usual name
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of the substance covered in said state-
ment of policy. It need not be declared
as an ariflc flavoring, but when used
as an Ingredlent of food products should
be declared by its common or usual
name. It may not be used in a food for
which a standard of Identity has been
promulgated unless the standard or any
amendment thereto recogznizes it as an
optional ingredient. It may not be used
under any circumstances in such a way
as to conceal damage or inferiority or
make the article appear better or of
greater value than it I-.

(c) (1) The substance described in
paragraph (a) (2) of this section has
long been dedsgated as "hydrolyzed
vegetable protein."

(2) The substance covered by Para-
gaph (a) (3) of this section should have
a distinctive name, since one of its orig-
inal constituents has been partially re-
moved. M anufacturers have suggested
that this substance be described as "hy-
drolyzed vegetable protein with reduced
monosodium glutamate content." This
designation appears acceptable.

(d) While the substances referred to
in P graph (a) (2) and (3) of this sec-
tion contain a number of anino acid salts
as well as sodium chloride, monosodium
glutamate Is the ingredent which has
been quite generally emphasized, and is
best known to consumers under that
name. No objection Is offered under the
Federal Food, Drug, and Cosmetic Act to
the addition of a quantitative declaration
on the labels of containers of such hy-
drolyzed vegetable protein or hydrolyzed
veg-etable protein with reduced mono-
sodium glutamate content showing the
percentage amounts of monosodium
glutamate, the total of other amino acid
salts, salt, and water. If In liquid form,
all to be declared In the order of their
decreasing percentages. If monosodium
glutamate represents a smaller propor-
tion of the substance than the other
amino acid salts and salt (sodium chIo-
ride) It should be declared last in the
list of ingredients.

(e) 'When the substances described In
paragraphs (a) (2) and (3) of this sec-
tion are used as ingredients in a fabri-
cated food, either may be declared as
"salt and hydrolyzed vegetable proteins'
(or "salt and hydrolyzed plant protein")
on the label of the fabricated food prod-
uct; Provided, Tbat where salt is de-
cared as a separate Ingredient of the
fabricated food, in compliance with se-
tion 403 (1) (2) of the act, the word
"salt" need not be repeated in connection
with the "hydrolyzed vegetable protein"
(or "hydrolyzed plant protein") dec-
laration.

§ 3.24 Notice to pachers of commz-
nuted tomato products. It has long
been known that tomato rot may be
caused by one or more of the following:
Fungus diseases, bacterial diseases, virus
diseases, and certain nonparasitic dis-
eaes. Only the fungus rots are char-
acterized by the presence of mold fila-
ments. Mold counts on comminuted
tomato products are not Increased by
Incorporating within the product tomato
rot caused by bacteria, virus, or non-
parasitic factors. Although hi."h mold
counts on these products reveal that
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large amounts of rotten material are
present, low mold counts do not neces-
sarily demonstrate absence of the type
of rot caused by the tomato diseases that
are not characterized by mold filaments.

Inspections of canneries engaged in the
packing of comminuted tomato products
show that most packers effectively trim,
sort out, and discard rotten tomatoes
from the raw stock. Some packers,
however, do not properly eliminate rot-
ten tomato material, and a few packers
deliberately use rotten tomatoes in these
foods, provided the mold count remains
low. Some packers, on occasion, have
mixed tomato products having a 1igh
mold count with tomato products con-
taining little or no mold, so as to produce
a blend with a low mold count.

Packers of comminuted tomato prod-
ucts who rely upon the mold count as
the sole or primary control procedure, to
the neglect of adequate sorting and trim-
ming, may produce products with low
mold counts which contain substantial
amounts of rot.

It Is the purpose of this announcement
to advise all canners of tomato products
that:

(a) Although high mold count is con-
clusive evidence of inclusion of sub-
stantial amounts of rot, mold count is
not the only way of establishing that
comminuted tomato products contain
decomposed tomato material.

(b) Where factory observations or
other evidence reveals that comminuted
tomato products contain rot not caused
by mold, such rot, as well as that caused
by mold, will be taken into account in
applying the provisions of the Federal
Food, Drug, and Cosmetic Act against
adulteration.

(c) The blending of tomato products
adulterated with tomato rot, of whatever
kind, with tomato products made from
sound tomatoes, or with other sound
food, renders the blend adulterated.

§ 3.25 Notice to manufacturers and
labelers of antibiotic drugs for veterinary
use. Unless a proper interval of time is
allowed following the use of antibiotic
drugs for the treatment of mastitis in
milk-producing animals, the antibiotic
drugs may get lito the general milk sup-
ply. Because of the specific action of
antibiotic drugs on cheese starters, milk
containing such drugs is of no value to
cheese manufacturers.

The direct or inadvertent addition of
antibiotic drugs to milk to be sold for
human consumption or for the manu-
facture of dairy products may constitute
an adulteration within the meaning of
section 402 of the Federal Food, Drug,
and Cosmetic Act (see. 402, 52 Stat. 1046;
21 U. S. C. 342)

The labeling of antibiotic drugs in-
tended for Intramammary use in the
treatment of mastitis in milk-producing
animals should bear a prominent state-
ment designed to prevent milk from
treated portions of the udder from enter-
ing the general-milk supply. The fol-
lowing statement is recommended for
this purpose: "Important: Milk from
treated segments of udders should be
discarded or used for purposes other
than human consumption for at least
72 hours after the last treatment."

§ 3.26 Labeling exemptions for foods
repackaged in retail food establishments.
The Secretary of Health, Education, and
Welfare will refrain from recommending
criminal, injunction, or seizure proceed-
ings on charges that a food repackaged
in a retail establishment was mis-
branded, while held for sale, because it
did not comply with the followmg-pro-
visions of the Federal Food, Drug, and
Cosmetic Act, if the conditions herein
specified are met:

(a) Section 403 (e) (1) (requiring a
statement on the label of the name and
place of business of the manufacturer,
packer, or distributor)

(b) Section 403 (g) (2)' (requiring the
label of a food which purports to be or is
represented as one for which a defini-
tion and standard of identity has been
prescribed to bear the name of the food
specified 'In the definition and standard
and, insofar as may be required by the
regulation establishing the standard, the
common names of the optional ingredi-
ents present in the food) if the food was
displayed to the purchaser with its inter-
state labeling clearly in view, or with a
counter card, sign, or other appropriate
device-bearing prominently and conspic-
uously the information required by these
provisions; or

(c) Section 403 (1) (1) (requiring the
label to bear the common or usual name
of the food), if the food was, displayed
to the purchaser with its interstate
labeling clearly in view, or with a coun-
ter card, sign, or other appropriate de-
vice bearing prominently and conspicu-
ously the common or usual name of the
food, or if the common or usual name of
the food is clearly revealed by its ap-
pearance.

§ 3.27 Status of fluorzdated water
and foods Prepared with fluoridated
water under the FederatFood, Drug, and
Cosmetic Act. (a) The program for
fluoridation of public water supplies
recommended by the Department of
Health, Education, and Welfare, through
the Public Health Service, contemplates
the controlled addition of fluorine at a
level optimum for the prevention of
dental caries.

(b) Public water supplies do not ordi-
narily come under the provisions of the
Federal Food, Drug, and Cosmetic Act.
Nevertheless, a substantial number of
inquiries have been received concerning
the status of such water under the provi-
sions of the act and the status, in
interstate commerce, of commercially
prepared foods in which fluoridated
water has been-used.

(c) The Department of Health, Edu-
cation, and Welfare will regard water
supplies containing fluorine, within the
limitations recommended by the Public
Health Service, as not actionable under
the Federal Food, Drug, and Cosmetic
Act. Similarly, commercially prepared
foods within the jurisdiction of the act,
in which a fluoridated water supply has
been used in the processing operation,
will not be regarded as actionable under
the Federal law because of the flourine
content of the water'so used, unless the
process involves a significant concentra-
tion of fluorine from the water. In the

latter Instance the facts with respect to
the particular case will be controlling.

§ 3.28 Notice to manufacturers and
repackers of ophthalmic solutions. (a)
Investigations by pharmaceutical man-
ufacturers, physicians, and the Food and
Drug Administration have revealed that
liquid preparations for ophthalmic use
contaminated with viable microorgan.
isms have been responsible for serious
eye injuries and, in some cases, com-
plete loss of vision. The Food and Drug
Administration has conducted a survey
of medical opinion and has found that
it is the consensus of informed persons
that such preparations should be sterile.
It is evident that liquid preparations of-
fered or intended for ophthalmic use
purport to be of such purity and quality
as to be suitable for safe use in the eye.
The Department of Health, Education,
and Welfare concludes that such prep-
arations fall below their professed stand.
ard of purity or quality and may be
unsafe for use If they are not sterile,
Accordingly, liquid preparations offered
or intended for ophthalmic use which
are not sterile may Jbe regarded as adul-
terated within the meaning of section
501 (c) of the Federal Food, Drug, and
Cosmetic Act and, further, may be mis-
branded within the meaning of section
502 () of the act.

(b) Liquid ophthalmic preparations
packed in multiple-dose containers
should (1) contain one or more suitablo
and harmless substances that will pre-
vent the growth of micro-organisms, or
should (2) be so packaged as to volume
and type of container and so labeled as
to duration of use and necessary warn-
ings as will afford adequate protection
and minimize the hazard of Injury re-
sulting from contamination during use.

§ 3.29 Direct or indirect addition of
antibiotic drugs to foods for human con-
sumption. (a) The Food and Drug Ad-
ministration has received inquiries con-
cerning the use of antibiotic drugs as
food preservatives. Careful considera-

-tion has been given to this question arid
the conclusion has been reached that
such use constitutes a public-health
hazard. Consumption of food so treated
may cause sensitization of the consumer
to such antibiotics and may result in the
emergence of strains of pathogenic
micro-organisms resistant to these
drugs.

(b) The presence of antibiotic drugs
In foods intended for human consump-
tion, or the direct or indirect addition
of such drugs to such foods, may be
deemed an adulteration within the
meaning of section 402 of the Federal
Food, Drug, and Cosmetic Act (see. 402,
52 Stat. 1046; 21 U. S. C. 342)

(c) This statement of policy will not
bar the establishment of safe tolerances
for antibiotic drugs in or on raw agri-
cultural commodities under the provi-
sions of section 408 of the act, where
suitable evidence of usefulness of the
antibiotic drugs and of safety of the
residue is available.

§ 3.30 Shipment of antibiotic drugs
packaged in bulk containers. (a) The
Food and Drug Administration has re-
ceived inquiries from certain interested
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manufacturers concerning their ship-
ment of certified antibiotics, packaged in
bulk containers, to hospitals and phar-
macies for repacking or for use in the
manufacture of another drug on the
order or prescription of a physician.
The regulations promulgated under sec-
tion 507 of the Federal Food, Drug, and
Cosmetic Act (21 U. S. C. 357) do not
prohibit the shipment of certified bulk
containers of antibiotics to such persons.
However, under the provisions of § 146.4
(b) (2) (i) of this chapter, certification
should be requested of each repacked
batch and of each batch of another drug
manufactured from such bulk drug, un-
less the repackaged drug or other drug
has been made exempt from the certi-
fication requirements by regulation.
The fact that the drug is to be repacked
or manufactured on the order or pre-
scription of a physician does not exempt
it from the certification requirements of
the act. Under the provisions of § 146.4
(b) (2) (ii) of this chapter, it is only
when the drug used to compound a pre-
scription is in a container packaged for
dispensing that certification of the drug
so compounded is not required.

(b) In the light of these provisions,
unless the manufacturer and shipper of
bulk containers of antibiotics has, with
the consignee, an effective permit issued
under § 146.21 of this chapter, if the drug
is to be repacked, or under § 146.22 of this
chapter if it is to be used in the manu-
facture of another drug, the shipper has
the responsibility of seeing that certifi-
cation is requested of each repacked
batch-and of each batch of another drug
manufactured from such drug.

§ 3.31 Label declaration of salt in
frozen vegetables. (a) In a number of
diseases or disease conditions it is im-
portant to restrict the intake of sodium.
Sodium occurs in all natural foods, but
added salt makes the most important
contribution to the total sodium intake
in the diet. Most fresh vegetables are
of low sodium content and consumers
generally regard frozen vegetables as be-
ing free of added salt and suitable for
use in low-sodium diets. While salt may
not be added directly as a seasoning in-
gredient during the processing of frozen
vegetables, the use of salt brine in quality
separation of such vegetables as peas and
lima beans preparatory to freezing may
contribute substantial amounts of salt
to the finished article. The failure of
the labels of frozen vegetables to declare
the presence of salt has been the basis
of complaints to the Food and Drug
Administration.

(b) Section 403 (i) (2) of the Federal
Food, Drug, and Cosmetic get requires
the label of a-fabricated food to bear
the common or usual name of each
ingredient present. The Department of
Health,. Education, and Welfare regards
any frozen vegetable containing salt,
added directly or indirectly, as mis-
branded in violation of section 403 (1)
(2) of the Federal Food, Drug, and Cos-
metic Act unless its label names salt as
an ingredient.

§ 3.32 Label declarations of vitamin
B,., and folic acid in foods for speciaz
dietary uses. (a) Section 125.3 (a) (2)
of this chapter, issued under the author-
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ity of section 403 (j) of the Federal Food,
Drug, and Cosmetic Act (see. 403 (j) 52
Stat. 1048; 21 U. S. C. 343 (j)) requlres
that if a food purports to be or Is repre-
sented for special dietary use by man
by reason, in whole or in part, of a vita-
nin for which the need in human nutrl-
tion has not been established, the label
of such food shall bear the statement
"The need for in human nutrition
has not been established." the blank to
be filled In with the name of such
vitamin.

(b) Heretofore this Department has
considered vitamin Bu and folio acid a"
among those vitamins for which the need
in human nutrition has not been estab-
lished. However, recent scientific evi-
dence shows that these vitamins are
needed in human nutrition. The D2-
partment therefore considers the re-
quirement of § 125.3 (a) (2) quoted in
paragraph (a) of this section as no
longer applicable to food offered for spe-
cial dietary use by reason of these
vitamins.
(See. 403, 52 Stat. 1048; 21 U. S. C. 343)

§ 3.33 Status of foods containing
added coumann. Manufacturers of cou-
marm have reported pharmacological
investigations showing that It has to:de
properties. They have informed the
Food and Drug Administration that It
will no longer be sold for food uce. The
Federal Food, Drug, and Cosmetic Act
defines food as adulterated if It contains
any added poisonous or deleterious sub-
stance not required in the production or
avoidable in good manufacturing prac-
tice. Food containing coumarin added
as such or as a constituent of tonica
beans or tonka extract will be regarded
as adulterated under this provislon of
the law.
(Sees. 402, 406, 52 Stat. 10-0, 10-9; 21 U. S. 0.

342, 346)

§ 3.34 Labeling of lmportcd crab-
meat. (a) For many years canned crab-
meat has been imported into the United
States from Japan. Such imports have
consisted primarily of a product desig-
nated as "King crabmeat." There have
been limited importations of articles
designated as "Korean crabmeat" and
"Snow crabmeat." Two closely allied
species of crab have been packed in
Japan for export to the United States,
under the designation "King crabmeat."
These species are Paralithodes cam-
tschatica (taraba-ganl) and Parall-
thodes platypus (abura-gani). A third
species of crab, Paralithodes brevipes,
has been labeled either as "King crab-
meat" or "Hanasaki crabmeat" when In-
tended for export to the United States.
The Department of Health, Education,
and Welfare considers the term "King
crabmeat" as an acceptable common
name for the product prepared from any
one of the three species Parahthodes
camtschatica, Paralithodes platypus, and
Paralithodes brevipes. The Depart-
ment also considers the name "Hanaaki
crabmeat" as an alternative common
name for the product prepared from
Paralithodes brevlpes.

(b) Prior to World War fl, there was
a limited pack of crabmeat from the
species Erimacrus isenbecl:11 at canner-
ies located on the coast of Korea, but
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only a sma quantity of this product was
imported into the United States. To
disinguish the product from the various;
specles of Paralithodes and to connote
Its geographic origin, the article was
designated by the name "Korean crab."
For the past several years there has been
a limited amount of the species Enima-
crus isenbecIli packed in Japan or on
Japanese factory ships operating In the
Bering Sea. This species of crab is gen-
erally Imown in Japan as "Kegani."
This product, packed in Japan, when
oaered for entry into the United States
has bean designated by a variety of
names, including "Korean -crabmeat,"
"Snow crabmeat," "Eliza crabmeat,"
"Kegani crabmeat:' and "Zuwal crab-
meat," with rEulting confusion to im-
porters and conumers. The term
"Korean crab" Is no longer applicable
to the product as an indication of its
geographic origin. The long absence of
the product from the domestic market,
until Its recent reintroduction under a
variety of names, has largely eliminated
conmimer recognition of the Identity of
the product under the name 'Korean
crabmeat." The Department therefore
considers the des-igation "Korean
variety crabbmeat" or, alternatively,
"eani crabmeat" as suitable com-
mon names for the product packed from
the species Erimacrus iznbecl.
(c) There has also been a limitedpack

of Chlonectes opillo (zuwai-gani) of-
fered for entry into the United States.
This product has for many years been
designated by the name "Snow crab-
meat." The Department regards the
designation "Snow crabmeat" as the
common or usual name for the product
when distributed in the United States.
(d) Section 403 (1) (1) of the Federal

Food, Drug, and Cosmetic Act requires
that the label of a food for which there
is no definition and standard of identity
shall bear the common or usual name of
the food, if any there be. No definition
and standard of Identity has been estab-
lished for crabmeat under the act. The
Department of Health. Education, and
Welfare rezads the label designations
for canned cmbmeat prepared from the
various specles of crab as stated in par-
graphs (a) (b), and (c) of this section
as catisfactory compliance with section
403 (i) (1) of the act.
(Z. 4053, 2 Stat. 1043; 21 U. S. C. 343)

§ 3.35 Labeling of drug preparaions
containing significant proportions of
iintergreeii of. (a) Because methyl
calicylate (k,'intergreen oil) manifests no
tosicity In the minute amounts in which
it Is used as a flavoring, it is mistakenly
regarded by the public as harmless even
when taken in substantially larger
amounts. Actually, it is quite toxic
when taten in quantities of a teaspoon-
ful or more. Wintergreen oil and prep-
aratlons containing It have caused a
number of deaths through accidental
misuse by both adults and children.
Children are particularly attracted by
the odor and are likely to swallow these
products when left within reach.
(b) To safeguard against fatalities

from this cause, the Department of
Health, Education, and Welfare will re-
gard as misbranded under the provisions
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of the Federal Food, Drug, and Cosmetic
Act any drug containing more than 5
percent methyl salicylate (wintergreen
oil) the labeling of which fails to warn
that use otherwise than as directed
therein may be dangerous and that the
article should be kept out of reach of
children to prevent accidental poisoning.

(c) This statement of interpretation
in no way exempts methyl, salicylate
(wintergreen oil) or its preparations
from complying in all other respects with
the requirements of the Federal Food,
Drug, and Cosmetic Act.
(See. 502, 52 Stat. 1051; 21 U. S. C. 352)

§ 3.36 Procedure for establishing food
standards under the Federal Food, Drug,
and Cosmetic Act. The procedure pre-
scribed In the Fedetal Food, Drug, and
Cosmetic Act for the issuance, amend-
ment, or repeal of standards for foods
has recently been modified by Congress.
The new amendment permits any inter-
ested person showing reasonable grounds
therefor to petition the Secretary of
Health, Education, and Welfare to mi-
tiate action.

(a) If the petitioner shows that he is
an interested person and furnishes rea-
sonable grounds for his proposal, it is the
duty of the Secretary to publish the pro-
posal and ,afford opportunity for other
interested persons to comment on it.
After a study of all the facts available
and of the comments received, the Sec-
retary will act upon the proposal and
publish an order, to which objection may
be taken by persons who would be ad-
versely affected. Thus the issues in con-
troversy are singled out for a public
hearing.

(b) Practical administration of the
law requires that there be a substantial
showing of merit before any proposal is
published. In passing on proposals sub-
mitted by petitioners for initiating ac-
tions, It will be the policy of the Depart-
ment of Health, Education, and Welfare
to consider that reasonable grounds have
been furnished when:

(1) The proposal includes or is accom-
panied by a statement of the facts that
the petitioner asserts he is in a position
to substantiate by evidence in the event
the proceedings lead to a public hearing.

(2) The facts declared furnish sub-
stantial support of the proposal and war-
rant a conclusion that the proposal is
reasonable.

(3) The proposal, if adopted, would
promote honesty and fair dealing in the
interest of consumers.

(c) Opportunity will be given to
amend petitions regarded as inadequate.
(See. 401, 52 Stat. 1048, as amended, 68 Stat.

54; 21 U. S. C. 341)

§ 3.37 Confidentiality of mnformation
contained in new-drug applications.
(a) The Federal Food, Drug, and Cos-
metic Act provides, in section 505 (b),
that any person may file with the Secre-
tary of Health, Education, and Welfare
an application with respect to any new
drug, which shall include, among other
things, a full list of the articles used as
components and a full statement of the
composition of such drug. These re-
quirements apply to all components or
Ingredients of a new drug, whether or

not they are therapeutically active. Ful-
filment of these requirements may be
met by submitting, a full statement of
the chemical or common or usual name
and of the quantity of each component
or ingredient of the drug. Such re-
quirements may also be met through the
inclusion in the new-drug application
of a properly authorized reference to a
previous application or other Food and
Drug Admiistration file containing the
relevent information.

(b) The Food and Drug Administra-
tion treats information in new-drug ap-
plications as confidential. Section 301
(j) of the Federal Food, Drug, and Cos-
metic Act makes it an offense to divulge
to unauthorized persons any informa-
tion acquired from a new-drug applica-
tion concerning any method or process
that is a trade secret. Basic manufac-
turers sometimes submit data to the Food
and Drug Administration in the form
of so-called master files for the purpose
of establishing the safety of ingredients
that may be used in new drugs and au-
thorize specified applicants to refer to
the data in support of their own new-
drug applications. Such manufacturers
may regard some of the data in such files
as trade secrets and request the Food
and Drug Administration to treat such
information as confidential. The Food
and Drug Administration will preserve
the confidentiality of such data to the
extent that it may-properly do so. Be-
cause the applicant is legally responsible
for the composition of the new drug and
all its ingredients and may require in-
formation in the master file for judicial
or administrative proceedings concern-
ing the, drug, the Food and Drug Admin-
istration will ifot withhold such infor-
mation from the applicant when his
need for it arises and he submits a writ-
ten request for It.
(Secs. 301, 505, 52 Stat. 1042, 1052; 21 U. S. C.

331, 355)

§ 3.38 Declaration of quantity of con-
tents on labels for canned oysters. (a)
For many years packers of canned oys-
ters in the Gulf area of the United States
have labeled their output with a declara-
tion of the drained weight of oysters
in the containers. Packers in other areas
have marketed canned oysters with a
declaration of the total weight of the
contents of the container. Investigation
reveals that under present-day practice
consumers generally do not discard the
liquid packing medium, but use it as a
part of the food. Section 403 (e) (2)
of the Federal Food, Drug, and Cosmetic
Act and the regulations thereunder re-
quire food in package form to bear an
accurate label statement of the quan-
tity of food in the container.

(b) It is concluded that compliance
with the label declaration of quantity
of contents requirement will be met by
an accurate declaration of the total
weight of the contents of the can. The
requirements of § 36.6 of this chapter,
establishing a standard of fill of con-
tamer for canned oysters and specifying
the statement of substandard fill for
those canned oysters failing to meet that
standard remain unaffected by this
interpretation.
(See. 403, 52 Stat. 1047; 21 U. S. C. 343)

§ 3.39 Use of vegetable fat in prod.
ucts which are imitations of ice cream.
There Is currently being marketed In
interstate commerce a frozen product
made In semblance of Ice cream, but con-
taining vegetable fats in complete or
partial substitution for milk fat, In
some cases the product is marketed
under a fanciful designation. Such a
product Is now regarded as an Imitation
of Ice cream, and thus amenable to the
provision of the Federal Food, Drug, and
Cosmetic Act requiring the label to bear
the name "Imitation Ice Cream," with
all these words In type of uniform size
and prominence, regardless of whether
a fanciful designation is used.
(Sees. 402, 403; 52 Stat, 1047, 21 T. 6, 0. 342,
343)

§ 3.40 Pesticide chemicals; date on
which statute becomes fully effective.
(a) The pesticide chemicals amendment
to the Federal Food, Drug, and Cosmotic
Act (68 Stat. 511) Is scheduled to be-
come fully effective on July 22, 1955,
However, the Secretary of kealth, Edu-
cation, and Welfare may extend this date
on a product-by-product basis for a
time not to exceed 12 months on a finding
that conditions exist that necessitate tho
extension of such additional period.
After the amendment becomes fully
effective, a raw agricultural commodity
in interstate commerce may bear resi-
dues of a, poisonous pesticide chemical
only If:

(1) Under the provisions of the Fed-
eral Food, Drug, and Cosmetic Act a
tolerance has been establisned for resi-
dues of the pesticide chemical, or it has
been exempted from the requirement of
a tolerance; and

(2) If a tolerance has been established,
the residues are within the tolerance
level.
Numerous tolerances for residues of pes-
ticide chemicals-and some exemptions
from the requirement of a tolerance-
have been established. However, toler-
ances or exemptions have ndt been
established for some pesticide chemicals
that are employed in agriculture, and it
Is not possible at this time to determine
whether tolerances will be established
for them before the end of the current
growing season. Some of these pesti-
cides have been recommended by certain
State officials for use on crops through-
out the 1955 growing season, Agrioul-
turists, pesticide manufacturers and
distributors, and food-law enforcement
officials need to know the status of these
pesticides under the amendment prior to
July 22, 1955, so that they will know
whether the pesticides should be em-
ployed throughout the 1955 growing
season.

(b) The Department of Health, EdU-
cation, and Welfare is prepared to con-
.sider requests for an extension of the
effective date of the law for specific pes-
ticides. The-following criteria, among
others, will be used in evaluating and
acting upon such requests,

(1) There should not be an extension
of the effective date of the amendment
for uses of pesticide chemicals for which
tolerances have already been established.

(2) The effective date of the amend-
ment should be extended for a pesticide
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chemical only upon a finding, based on a
study of the available facts about the
chemical and its toxicity, that the inter-
ests of public health will not be jeopar-
dized by the extension.

(3) There should be evidence about
the amounts of residues which remain m
or on food from use of a pe:ticide chem-
ical and about its chromc toxicity before
an extension is granted.

(4) Extension should not be granted
for a pesticide chemical which causes
alarming symptoms in test animals
(cancer or blood disorders, for example)
in any dosage, unless experimental data
show a level of feeding to test animals
that is safe.

(5) Where a tolerance has been set
for residues of a pesticide chemical on
one or more raw agricultural commodi-
ties under the Federal Food, Drug, and
Cosmetic Act, and the other criteria of
this statement of policy are met, the
effective date may be extended for other
uses of the pesticide chemical.

(6) Extension should be granted only
for uses of a pesticide chemical registered
with the Department of Agriculture un-
der the Federal Insecticide, Fungicide,
and Rodenticide Act of 1947 (61 Stat.
163; 7 U. S. C. 135) prior to the 1955
growing season (prior to May 1, 1955)

(7) Extension should be granted only
to the end of the 1955 growing season,
because longer extensions would result
in confusion during the 1956 growing
season. The principal growing season in
the United States ends by October 31.

(8) Notice of the decisions of the De-
partment on requests for extensions will
be published in the FEDERAL REGISTER.

(c) Each request for an extension
should be addressed to the Commissioner
of Food and Drugs and should give:

(1) The name and chemical composi-
tion of the pesticide chemical for which
extension is requested.

(2) A list of uses for which extension
is requested and evidence that these uses
were registered under the Federal In-
secticide, Fungicide, and Rodenticide Act
prior to May 1, 1955.

(3) Information about the amounts
of residues that are expected to remain
on raw agricultural commodities from
these uses.

(4) Available information which indi-
cates that these residues will not 3eop-
ardize the public health.

(5) A statement of the reason(s) a
tolerance or exemption from the re-
quirement of a tolerance has not been
requested.

(d) In order that decisions on requests
for extensions may be published before
July 22, 1955, requests and supporting
data should be received by June 27, 1955.

(e) Use during the 1955 growing sea-
son of a pesticide chemical for which
extension is granted may yield a raw
agricultural commodity which bears
residues of the chemical. In such case,
the-raw agricultural commodity will not
be considered adulterated within the
aneaning of the act even though it is
marketed after the growing season, pro-
vided the commodity bearing such resi-
dues would have been legal in interstate
commerce during the 1955 growing
season.
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(f) The Department believes that ci-
tensions beyond October 31, 1935, would
lead to confusion in 1956. It recom-
mends that States prepare spray ,ched-
ules for the 1956 growing season which
direct (1) pesticide uses that leave no
residues at time of harvest or (2) the
use only of pesticides for which toler-
ances have been established or e,:emp-
tions granted under the Federal Foad,
Drug, and Cosmetic Act.

§ 3.41 Pesticide clwmicals; cxtended
dates on which statute shall become fully
effective. (a) The amendment in clause
(2) of section 402 (a) of the Federal
Food, Drug, and Cosmetic Act shall be-
come effective on the dates specified for
the following pesticide chemicals:

(1) The effective date for Aramlte (2-
(p-tert-butylphenoxy) isopropyl-2-chlo-
roethyl sulfite) shall be September 30,
1955, unless a tolerance is established for
Aramite before that date, in which case
the effective date shall be the date on
which the regulation establishing such
tolerance is published in the FzDanr&
REGISTCR.

(2) Effective date October 31, 1955:
Acrylonitrile: As a fumigant.
Aldrn:

Apples, pears, and quincm.
Avocados and papayas.
Berries of the bramble type.
Blueberries.
Cherries.
Citrus fruits (including grapefruit, lcmons,

oranges, and tangerines).
Cranberries.
Currants.
Dates.
rigs.
Gooseberries.
Grapes.
Guavas.
Peaches. nectarines, apricotz, and mangee.
Pineapples.
Plums and prunes.
Strawberries.
Artichokes.
Asparagus.
Beans (including black-eyed pe and roy-

beans).
Beets (garden variety), turnips and ruta-

bagas (including topz).
Beets, sugar (including top:).
Broccoli, Bruusels sprouts, kohirabL.
Cabbage and caulflower.
Carrots, horseradish, p: unlps, and rad-

ishes (including tops).
Celery.
Collards, kale. mustard reens, spinch.

and Swi" chard.
Corn. grain (including sweet, field. and
popcorn).

Corn fodder or forage.
Cucumbers and summer squa3h.
E.gplant, peppers, and plmentc3.
Endive (ezcarole), lettuce, and solaify.
YMelons (including cantaloupeo, musleal-

ons, watermelon), pumplins. winter
squash.

Okra.
Onions (including leeks, shallots, and Gar-

Itc).
Parsley and watercre=.
Peanuts.
Peas and cowpeas (including forage).
Tomatoes.
Grains (including oats, rye, barley, rheat,

and rice).
Buckwheat.
Grain forage.
Nuts (including pecans, almonds, hazol-

nuts, walnuts, hickory nuts).
Legumes for forage (including clovers, al-

falfa, soybean hay, peanut hay, and
lespedcza).
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Gra. crops (pstura and range grasz, tim-
othy, grass hay).

Zlnt. cpsarmint, and ps-pparmaint.
Ssrghuins.
Sorghum forage.

Einzne hey'chlorldo:
Wheat.
Oat:.
Garlic.
Blueberrie.
Licat.
Forage crops (alfalfa and clover).

Butosy polypropylene glycol: In animal fly
sprays.

Calcium cyanamide:
L _ttuce.
Celery.

Toinatecs.
Potato,.
Cabbage and other crucifers.

Hrops.
Small Gras.

Timothy hay.
Stone fruits.

Calcium cyanide: As grain fumigant.
Carbon bLulfide: As Grain fumigant.
Carbon tetrachloride: As grain fumlant
Captan:

Cltrua fruits (Grapafrult, lemons, lmis,
oraneC, tangerines).

Pineapples.
Beans (Grcn bcans, lima baw, black-

eyed p=-s).
Peas.
Potatocss.
Appl-. pars, quinces.
Grapes.
Strawberrics.
Cucumbrs, sumimer quasoh.
Ezplant, peppers.
rjolons (cantaloupes, vaternelons).
Pump'kin_ winter squazh.
Tomatees.
Peaches, nectarines, apricots, mangoes.
Plums, prunes.
Celery.
Collarda, spinach.
L.ttuce.
Cberrie. (weet and sour).

Chlordane:
Teat.
Foae crops (including gras3).
SV'ctPotatces-.
Grain-.
Cottons ed.
Su,-arcane.

ChlorobenZlateo (cthyl-4.4'-dichlorobanzit-
ate)

Applea.
Pears.

Chloroplcrln: As Grain fumigant.
Copper carbonate, ba sc: Pears.
DDT:

Forage crops (including alfalfa, clovers,
peanuts, and other leguie).

Corn and u1milar forage.
Meat.
Grain.
Oranges:.

Dieldrin:
Avozadoa and papayas.
Berrles of the bramble type.
Bluebrric.
Cltrus frulta (including grapefruit, lezno=,

orange, and tangerines).
CranbTrles.
Currants.
D0ates
Fig.
Goseberries.
GrapC.
Guava7.
Mangcs.
Pneapples.
Plums and prune.
Strawberrls
Artlcholcs.
Aqparaaw.
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Beans (including black-eyed peas and soy-
beans).,

Beets (garden variety), turnips, and ruta-
bagas (including tops).

Beets, sugar (including tops).
Broccoli, brussels sprouts, -kohlrabi.
Cabbage and cauliflower.
Carrots, horseradish, parsnips, and rad-

ishes (including tops).
Celery.
Collards, kale, mustard greens, spinach,

and Swiss chard.
Corn, grain (including sweet, field, and

popcorn).
Corn fodder or forage.
Cucumbers and sunmner squash.
Eggplant, peppers, and pimientos.
Endive (escarole), lettuce, salsify.
Melons (including cantaloupes, muskmel-

ons, watermelons), pumpkins, and win-
ter squash.

Okra.
Parsley and watercress.
Peanuts.
Peas and cowpeas (including forage).
Potatoes and sweetpotatoes.
Tomatoes,
Grains (including oats, rye, barley, wheat,

rice).
Buckwheat.
Grain forage.
Nuts (including pecans, almonds, hazel-

nuts, walnuts, hickdry nuts).
Legumes for forage (including clovers, al-

falfa, soybean hay, peanut hay, lespe-
deza).

Grass crops (pasture and range grass,
timothy, grass hay).

Mint, spearmint, and peppermint.
Sorghum.
Sorghum forage.

Endrin:
Cabbage.
Sugar beets.

EPN (O-ethyl-O-paranitrophenyl benzene
thiophosphonate)

Grapes.
Nuts (including pecans, walnuts, and al-

monds).
Tomatoes.
Olives.
Onions.
Cottonseed.
Sugar beets.

Ethylene dibromide: As grain and soil fumi-
gant.

Ethylene dichloride: As grain fumigant.
Ferbanm Almonds.
Heptachlor:

Alfalfa, clover, and sweet clover.,
Beets, including sugar beets.
Cabbage, brussels sprouts, kohlrabi, and

cauliflower.
Corn.
Cotton.
Pasture and range grass.
Onions.
Peanuts.
Peas.
Sugarcane.
Sweetpotatoes.
Turnips.

Hydrocyanic acid: As a fumigant for grains,
dried peas and beans, and nut meats.

Karathane (2,6-dinitro-6-caprylphenyl cro-
tonate)

Apples.
Pears.
Almonds.
Cantaloup.
Cucumbers.
Squash.

Karmex DW (3-(3,4-dIchlorophenyl)-1,l-di-
methyl urea) Cottonseed.

Karmex W (3- (parachlorophenyl)-l,1-di.
methyl urea)

Pineapple.
Asparagus.
Onions.
Sugarcane.

Lindane:
Cranberries.
Cantaloups.
Watermelons.
Grain (from treating storage bins).
Meat.
Walnuts.
Forage crops (alfalfa, clover).
S.weetpotatoes and yams.

Malathion:
Alfalfa.
Apples.
Apricots.
Avocados.
Barley.
Beans.
Beets.
Blueberries.
Broccoli.
Brussels sprouts.
Cabbage.
Cauliflower.
Celery.
Cherries.
Citrus.
Clover.
Cranberries.
Cucumbers.
Currants.
Dandelions.
Dates.
Dewberries.
Eggplant.
Gooseberries.
Grapes.
Guavas.
Kale.
Kohlrabi.
Lettuce.
-Mangoes.
Melons.
Mustard.
Oats.
Onions.
Passion fruit.
Pasture grass.
Peaches.
Pears.
Pecans.
Peas.
Peppers.
Pineapples.
Plums.
Potatoes.
Prunes.
Raspberries.
Rutabagas.
Spinach.
Squash.
Strawberries.
SWeet corn.
Tomatoes.
Turnips.
Walnuts.
Wheat.

Maleic hydrazide:
Potatoes.
Onions.

Maneb:
Almonds.
Beans.
Carrots.
Celery.
Cranberries.
Cucumbers.
Pigs.
Grapes.
Onions.
Peaches.'
Potatoes.
Spinach.
Tomatoes.

Methoxychior:
Carrots.
Currants.
Gooseberries.
Pasture grasses.
Forage legumes (alfalfa, clovers, peanuts,

cowpeas, soybeans).
Peanuts.

Mint.
Meat.
Grains.

Met~hyl bromide: As a fumdgant,
Ovotran (parachlorophenyl parachlorobvii-

zene sulfonate)
Apples.
Citrus.
Melons.
Peaches.
Pears.
Plums.
Prunes.

Parathion:
Forage crops (alfalfa, clover, peas, pan-

gola grass, timothy, vetch).
Field crops (barley, corn, oats, wheat).
Hops.
Olives.

Phygon (2.3-dlciloro-1,4-napthoquinone)
Celery.
Tomatoes.

Plperonyl butoxide: Grains (from storage
treatment).

Potassium cyanate: As weed-killer spray, re-
sulting In residues on asparagus, onions,
peas, tomatoes, cottonseed, soybeans, field
beans.

Sodium orthophenylphonato totrahydritto:
Apples.
Pears.

Sulfoxide (n-octylsulfoxldo of lsosafrolo)
In fly sprays.

Sulphenone (parachlorophenyl phenyl tul-
fone)

Apples.
Pears.
Peaches.-

Systox:
Apples.
Pears.
Oranges.
Lemons.
Grapefruit.
Grapes.
Strawberries.
Broccoli.
Brussels sprouts.
Cabbage.
Cauliflower.
Muskmelons.
Potatoes.
Almonds.
English walnuts.
Alfalfa.
Clover.
Hops.

TDE: Meat.
Toxaphene:

Cranberries.
Plums and prunes.
Beets.
Turnips.
Rutabagas.
Sugar beets.
Horseradish.
Parsnips.
Collards.
Kale.
Mustard greens.
Spinach.
Swiss chard.
Peppers.
Pimentos.
Cowpeas.
Grains (including oats, rye, barley, wheat,

rice, sorghum grain).
Buckwheat.
Nuts (including pecans, walnuts, hazel-

nuts, hickory nuts).
Legumes for forage (Including clovers, al-

falfa, soybean hay, peanut hay, lebpe-
deza, cowpea hay).

Grass crops (pasture and range grass, tim-
othy, grass hay).

Grain forage (including corn and nor.
ghum).

Sugarcane.
Meat.

Trichloroethane: As grain fumigant.
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Zineb:
Pecans.
Hops.
Mushrooms.

Ziran:
Almonds.
Pecans.
Strawberries.

(b) The extensions prescribed in par-
agraph (a) of this section. apply only
to the extent that tolerances or exemp-
tionsounder section 408 of the Federal
Food, Drug, and Cosmetic Act shall not
have been established prior to the effec-
tive dates as extended.

§ 3.42 Pesticide chemials; additional
extended dates on w7uich statute shall
become fully effective; dental of requests
for extensions. (a) Conditions exist
which necessitate the following exten-
sions. The amendment in clause (2) of
section 402 (a) of the Federal Food,
Drug, and Cosmetic Act shall become
effective on the dates specified for the
following pesticide chemicals:

(1) Effective date October 31, 1955:
Alkyl dimethylbenzyl ammonium chlorlde:

On apples.
Allethrin: On livestock.
Chloro 1PC: Preemergence use on spinach.
Dimite: On fruits and vegetables.
Ethylene dichloride: On citrus and straw-

berries.
Ethylene oxide: On spices.
Piperonyl butoxide: On apples, citrus, live-

stock, pears, tomatoes.
Pyrethrins: On apples, citrus, grains

(stored), livestock, pears, tomatoes.
Sodium dimethyldithlocarbamate: On

cantaloups.
Trichloroethane: On citrus, strawberrle$.
(2) Effective date January 22, 1956:
Diphenyl: On citrus.

(b) Extension is not granted for the
following indicated uses of the listed
pesticide chemicals. Conditions do not
exist that necessitate extension for these
uses.

Hexamethylenetetramine: On citrus.
Methoxychlor: In milk.
Rotenone: Unspecified uses.
Sodium O-phenylphenate: On citrus.

(c) The extensions prescribed in para-
graph (a) of this section apply only to
the extent that tolerances or exemptions
under section 408 of the Federal Food,
Drug, and Cosmetic Act shall not have
been established prior to the effective
dates as extended.
(Sees. 402, 408, 68 Stat. 511, 517; 21 U. S. C.
342, 346a)

§ 3.43 Labeling of drug preparations
containing salicylates. (a) Because sali-
cylate preparations enjoy widespread
use as analgesics and such articles are
ordinarily not tomc in the amounts re-
quired for producing an analgesic action,
they are frequently regarded by the pub-
lic as harmless. Actually, salicylates are
capable of causing injury and even death
when consumed in excessive quantities.
Salicylate preparations have caused a
number of deaths through accidental
misuse by both adults and children,
which might have been avoided had the
users been aware of their potential
hazards.

(b) On the basis of a study and con-
clusfons by the Medical Advisory Panel
on the Accidental Ingestion and Misuse
of Salicylate Preparations by Children,
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under date of February 14, 1955, and in
the interest of protecting the public
health, the following recommendations
are made concerning the labeling that
should be employed for salcylate prep-
arations to meet the requirements of
section 502 (f) (1) and (2) of the Fed-
eral Food, Drug, and Cosmetic Act.

(1) The labels of all paclages of
salicylate preparations that are labeled
with directions for use should bear,
clearly visible and in bold-face type,
some such statement as one of the
following:

(I "Warning-Keep out of the reach
of children"'- or

(ii) "Warning-Keep this and all
medications out of the reach of chil-
dren."

(2) In lieu of specific dozage recom-
mendations for children under three
years of age, the labeling of alicylate
preparations for oral use should bear a
statement such as: "For children under
3 years of age, consult your physician."

(c) The labeling recommendations in
paragraph (b) of this cection are appli-
cable to preparations containing aspirin,
salicylamide, salicylic acid and its calts,
and other salicylic acid derivatives used
as analgesics, except as provided in para-
graph (d) of this section.

(d) To the extent shown in this para-
graph, the labeling recommendations of
paragraph (b) of this section do not
apply to the following preparations.

(1) Paragraph (b) (1) of this rection
does ,not apply to wintergreen oil sub-
ject to § 3.35.

.(2) Paragraph (b) (1) of this rection
does not apply to effervescent salicylato
preparations since such preparations do
not lend themselves to accidental use or
overdosage.

(3) Paragraph (b) (1) and (2) of this
section does not apply to preparations
of para-aminosallcylic acid and its salts,
which are not labeled with directions for
use as analgesics.

(e) This statement n no way exempts
salicylate preparations from complying
in all other respects with the rcquire-
ments of the Federal Food, Drug, and
Cosmetic Act.

(f) Copies of the recommendations
adopted by the Medical Advisory Panel
on the Accidental Ingestion and Misuse
of Salicylate Preparations by Children,
which convened on February 14, 1955,
may be obtained from the Department
of Health, Education, and Welfare, Food
and Drug Administration, upon request.

(g) Six months will be allowed for
modification of existing labeling to com-
ply with this statement.
(See. 502, 52 Stat. 1050, a3 amendcd; 21
U. S. C. 352)

§ 3.44, Pesticide chemicals; further
extended dates on which statute shall
become fully effective. The amendments
in clause (2) of section 402 (a) of the
Federal Food, Drug, and Cosmetic Act
shall become fully effective on the dates
specified for the pesticide chemicals
named in this section. The extensions
prescribed in this section apply only to
the extent that tolerances or exemptions
from tolerances under section 408 of the
act shall not have been etablished prior
to the effective dates as extended. This
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cection superc:des any extended effective
dates for the same pesticide chemicals
for use on the same raw agricultural
commodities previously published in
§5 3.41 and 3.42. All further changes in
extended effective dates on the same or
other pesticide chemicals will be pub-
lished as amendments to this section.

(a) (1) Effective date January 22. 1956:
Aldrin: For uro on berrles of the bramble

type. blueberrles. dates, pineapples. straw-
berrius. be-- (including black-eyed peas
and coyben=), bcets (sugar, ncluding tops),
broccoli. cabbage, carrot-, corn, cucumbers,
onions. peanutz, peas and cowpea (nclud-
ing forage), tomatos:, grains (including
cat,, rye, b3rloy, whcat, rice), bucl=wh.at,
g-rain fovge legumcs for forage (including
clover, alfalfa, peanut hay), grac crops
(pasture and range grecs), mint (including
orscarmint and peppermint).

Allethrln: On lvesto.:.
Calclum cyanide: As a grain fumigant.
Chlordane: On forage cropa (including

grazz), =ceelpotatoco, grains, cottonseed,
sugarcane.

Dleldrin: On berrles of the bramble type,
blueberries, citrua fruits, grapcs, plums and
prune, strawbrries, bcans (Includ1ng black-
eyed peas and soybeans), cabbage, corn,
cucumbers, lettuce, melons (including canta-
loups and musomnelonz), p-anuts, peas and
co.wpLe-, potatoes and sweetotatecz, gralns
(including oat rye, barley, wheat rice).
bucL=heat, grain forag, legumes for forage
(including clovers, allflfa, peanut hay),
grass crops (p turo and range grazz, tim-
othy, grass hay). sorghum, corghum forage.

Endrin: On cabbage, sugar beets.
PT (O-ethyl-O-paranltrophenyl benzene

thlopho-phonato) On grazs, nuts (includ-
lng pecano. walnuto, and almonds), tome-
tco. olive, onions, cottonsced, suZar betz.

Ethylcne dlibromido: a a roail fumigant.
Frbam: On almonds.
Hydrccyanlc acid: As a fumigant for

grains, dried peas and beans, and nut meats.
Lindane: On forage crops alfalfa., clover),

meat, grain (from treating storage bins).
ZScthoxc1lor: On carrots, currants, gose-

b=errie, pas-ture g~rasses,- forage legumes
(alfalfa. clovera, peanuts, coa7, Eoy-
bens) peanuts, mint, meat, grains.

Mothyl bromide: As a fumi-ant.
Parathion: On forage cropz (alfalfa, clmer,

pC, panola gra,, timothy, vetch), field
crop3 (barley, corn, cats, wheat), hops,
olives.

P h y g o n (2.3-dlIchloro-1,4-naphthcqui-
none). On celery, tomatces.

Plpcronyl butoxide: On apples, citrus, live-
stociz, pc.ars, tomatcos, grains.

Pyrethrln: On apples, citrus, grains
(stored). livestock:, pear,. tomnatcC.

Toxaphene: On cranbaies, plums and
prunes, beets. turnips,. rutabaas, sugar
bects, horseradish, parsnips. coliard3, k le,
mustard greens, spinach. Swiss chard. pap-
pera, pimento. cow p-a, grains (including
cats,. rye, barley, wheat, rice, sorghum grain),
buckheat, nuta (including pecans, walmnutz.
hazenuts, hickory nuts). leg.u=e for forage
(including clovera, alfalfa, soybean hay.
p-canut hay leopede a, cow pea bay), grass
crops (pasture and range grasz, timothy,
gramshay), grain forage (including corn and
rorghum), sugarcane, mat.

Zineb: On pccans, hops, muzhrcmz.
Ziram: On almonds, pccan , strawberrles.

(2) Effctive data MJarch 1, 1935:
Acrylontrilo: As a fumlgant.
BDenno hexachlorlde: In meat.
Butoxyp:olypropylene Glycol: In anim3l fly

rprays.
Captan: Post-harvcst use on Potatoes.
Carbon bL'-lildo: As a grain fumigant.
Carbon tetrachlorldo: As a grain fumigant.
Chlordane: In meat.
Chloroplcrin: Az a grain fumigant.
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Copper carbonate, basic: On pears.
DDT: In meat.
Ethylene dibromide: As a fumigant.
Ethylene dichloride: As a grain fumigant,

on citrus and strawberries.
Ethylene oxide: On spices.
Malathion: On citrus.
Ovotran (p-chlorophenyl parachloroben-

zone sulfonate) On citrus.
Sodium-orthophenylphenate tetrahydrate:

On apples and pears.
Sodium-o-phenylphenate: On citrus.
TDE: In meat.
Trichloroethane: As a grain fumigant, on

citrus and strawberries.
(Secs. 402, 408, 68 Stat. 511, 517; 21 U. S. C.
342, 346a)

§ 3.45 Sterilization of drugs by Ir-
radiation. There is a current interest M
the utilization of newly developed
sources of radiation for the sterilization
of drugs. Prior to the marketing of a
drug sterilized by sulch means, it is nec-
essary in the interest of protecting the
public health to establish by adequate
investigations that the irradiation treat-
ment does not cause the drug to become
unsafe or otherwise unsuitable for use.
Accordingly, all drug products, including
injections, ophthalmic solutions, surgi-
cal sutures, and surgical dressings ster-
ilized by means of irradiation are
regarded as new drugs within the mean-
ing of section 201 (p) of the Federal
Food, Drug, and Cosmetic Act. An effec-
tive new-drug application pursuant to
section 505 of the act is therefore a pre-
requisite to interstate shipment of such
articles, except as provided by section
505 (i)
(Sees. 201, 505, 52 Stat. 1042, 1052; 21 U. S. C.
321, 355)

PART 4--OFFICXAL RECORDS AND
INFORMATION

§4.1 Disclosure of official records
and information. (a) No officer or em-
ployee of the Food and Drug Administra-
tion or of any other office or establish-
ment in the Department of Health, Edu-
cation, and Welfare-except as otherwise
specifically authorized in accordance
with paragraph (c) of this section or ex-
cept in the discharge of his official duties
under the laws administered by the
Food and Drug Administration-shall
produce or disclose to any person, or be-
fore any tribunal, directly or indirectly,
whether in response to a subpoena or
otherwise, any record (including any file,
letter, application, report, work sheet, or
other paper or document) pertaining to
the functions of the Food and Drug Ad-
ministration, or any information ac-
quired from any such record or otherwise
acquired in the dicharge of his official
duties.

(b) Whenever a subpoena or a sub-
poena duces tecum, in appropriate form,
has been lawfully served upon an officer
or employee of the Food and Drug Ad-
ministration commanding the production
of any such record or the giving of any
such information, such officer or em-
ployee will, unless otherwise specifically
authorized in accordance with paragraph
(c) appear in response thereto and re-
spectfully decline to produce the record
or information specified therein, on the
ground that disclosure of such record or
Information Is prohibited by this section.

(c) A person who desires the disclosure
of any such record or information may
make written request therefor, verified by
oath, directed to the Commissioner of
Food and Drugs, setting forth his interest
in the matter sought to be disclosed and
specifically designating the use to which
such records or information will be put
In the event of compliance with such
request; Provided, That a written re-
quest therefor made by a health, food or
drug officer, prosecuting attorney or
member of the judiciary of any State,
Territory or political subdivision thereof,
acting in" his official capacity, need not
be verified by oath. If t is determined
by the Commissioner, or any other officer
or employee of the Food and Drug Ad-
ministration whom he may designate to
act on his behalf for the purpose, that
disclosure of any such record or informa-
tion for the use so specifically designated
will not be incompatible with the public
interest and will not result in revealing
confidential matters the request will be
granted, and if testimony relating thereto
is requested one or more employees of the
Food and Drug Administration will be
designated and directed to appear, In
response to a subpoena or a subpoena
duces tecum, and testify with respect
thereto.
(Sec. 10, 29 Stat. 607, as amended, sec. 3,
44 Stat. 1102, sec. 9 (c) (1), 44 Stat. 1409, sec.
4, 49 Stat. 885, sec. 701 (a), 52 Stat. 1055;
15 U. S. C. 409 (c) (1), 21 U. S. C. 50, 64, 143,
371 (a))

PART 9-COLOR CERTIFICATION
Sec.
9.1 Definitions.
9.2 General specification for.straight colors.
9.3 List of straight colors and specifications

for their certification for use in food,
drugs, and cosmetics.

9.4 List of straight colors and specifications
for their certification for use In drugs
cosmetics.

9.5 List of straight colors and specifica-
tions for their certification for use
in externally applied drugs and cos-
metics.

9.6 Mixtures which may be certified.
9"7 Sampling, storage, and packaging,
9.8 Requests for certification.
9.9 Certification.
9.10 Limitations of certificates.
9.11 Labeling.
9.12 Records of distribution.
9.13 Authority to refuse certification serv-

Ice.
9.14 Procedure for admitting colors to list-

ing.
9.15 Pees.

AornoRrry: §§ 9.1 to 9.15 issued under sec.
701 (a), 52 Stat. 1055; 21 U. S. C. 371 (a).
Interpret or apply sees. 406 (b), 504, 604, '702,
706, 52 Stat. 1049, 1052, 1055, 1056, 1058; 21
U. S. C. 346 (b), 354, 364; 372, 376.

§ 9.1 Definitions. For the purposes
of this part:

(a) The term "coal-tar color" means
articles which (1) are composed of or
contain any substance derived from
coal tar, or any substance so related in
Its chemical structure to a constituent
of coal tar as to be capable of deriva-
tion from such constituent; and (2)
when added or applied to a food, drug,
cosmetic, or the human body or any
part thereof, are capable (alone or

through reaction with other substance)
of Imparting color thereto.

-(b) The term "straight color" means
a coal-tar color listed in §§ 9.3, 9.4,
or 9.5, and includes such Impurities
and substrata as are contained In suoh
color.

(c) The term "mixture" means a
coal-tar color made by mixing two or
more straight colors, or one or more
straight colors and one or more diluents.

(d) The term "diluent" means any
component of a coal-tar color, except a
straight color.

(e) The term "pure dye" means the
coal-tar dye contained In a coal-tar
color, exclusive of any intermediate or
other Impurity, or of any diluent or
substratum contained therein.

f) The term "substratum" means the
substance on which the pure dye in a
lake Is extended.

(g) The term "alumina" means a sus-
pension in water of precipated alumi-
num hydroxide.

(h) The term "blanc flxe" means a
suspension in water of precipitated
barium sulfate.

(I) The term "gloss white" means a
suspension in water of co-preolptated
aluminum hydroxide and barium sulfate.

(j) The term "mixed oxides" means
the sum of the quantities of aluminum,
iron, calcium, and magnesium (in what-
ever combination they may exist In a
coal-tar color) calculated as aluminum
troxide, ferric oxide, calcium oxide, anti
magnesium oxide.

(k) The term "batch" means a quan-
tity of coal-tar color which Is set apart
and held as a unit for the purpose of
obtaining certification of such quantity,

(1) The term "batch number" means
the number assigned to a batch by the
person who requests certification thereof.

(m) The term "lot number" meant, an
Identifying number or symbol assigned
to a batch by the Food and Drug Ad-
ministration.

(n) The term "externally applied
drugs and cosmetics" means drugs and
cosmetics which are applied only to ex-
ternal parts of the body and not to the
lips or any body surface covered by
mucous membrane.

(o) The authorization contained in
this part for the certification of coal-
tar colors shall not be considered to
authorize the certification of any coal-
tar color for use In any article which Is
applied to the area of the eye. A coal-
tar color used In any such article which
Is so applied shall be considered to be
from a batch that has not been certified
In accordance with this part, oven
-though such color is from a batch that
has been certified for other use.

(p) The term "area of the eye" means
the area, enclosed within the circumfer-
ence of the supra-orbital ridge and the
Infra-orbital ridge, Including the eye-
brow, the skin below the eyebrow, the
eyelids and the eyelashes, the conjunc-
tival sac of the eye, the eyeball, and the
soft areolar tissue that lies within the
perimeter of the Infra-orbital ridge.

(q) The definitions and interpreta-
tions of terms contained in section 201
of the act shall be applicable also to
such terms when used In this part.
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§ 9.2 G e n e r a I specifications for
strazght colors. No batch of a straight
color listed in § 9.3, § 9.4, or § 9.5
shall be certified under this part unless:

(a) It is free from all impuritie3
(other than those named in paragraph
(b) of this section or in the specifica-
tions set forth in such section for such
color) to the extent that such impurities
can be avoided by good manufacturing
practice.

(b) It conforms to the following speci-
fications:

(1) In the case of a straight color
listed m § 9.3:

Lead (as Pb), not more than 0.001 percent.
Arsemc (as As6O.), not more than 0.00014

percent.
-Heavy metals (except Pb and As) (by pre-

cipitation as sulfides), not more than trace.

(2) In the case of a straight color
listed in § 9.4 or §9.5:

Lead (as Pb), not more than 0.002 percent.
Arsenic (as As.O.), not more than 0.0002

percent.
Heavy metals (except Pb and As) (by pre-

cipitation as sulfides), not more than 0.003
percent.

(3) In the case of a straight color
which contains a barium salt listed in
§ 9.4 or § 9.5-soluble barium (in dilute
HC1) (as BaCh), not more than 0.05
percent.

§ 9.3 List of stratght colors and
speciftcations for their certification for
use =n food, drugs, and cosmetics. (a)
A batch of a straight color listed in this
section may be certified, in accordance
with the provisions of the regulations in
this part, for use in food (subject to the
restrictions prescribed by paragraph
(c) of this section) drugs, and cosmetics,
if such batch conforms to the require-
merts of § 9.2 and to the specifications
in this section set forth for such color.

FD&C Ga= No. 1
SPECICMATIONS

Monosodium salt of 4-[4-(N-ethyl-p-sulfo-
benzylanmino)-diphenvlmethylene] - [I- (N-
ethyl-N-p-sulfoniumbenzyl) -A!.5 - cyclohex-
adienimine].

Volatile matter (at 135' C.), not more than
10.0 percent.

Water insoluble matter, not more than 0.5
percent.

Ether extracts, not more than 0.4 percent.
Chlorides and sulfates of sodium, not more

than 6.0 percent.
Mixed oxides, not more than 1.0 percent.
Pure dye (as determined by titration with

titanium trichloride), not less than 82.0 per-
cent.

NF)&C Gzi No. 2
SPEOCATIONS

Disodium salt of 4-{[4-(N-ethyl-p-sulfo-
benzylamino)-phenyl] - (4-sulfonium-phen-
yl) -methylene}-[ 1- (-ethyl -N -p-slfobeiL-
zyl) -A2.r-cyclohexadienimine].

Volatile matter (at 135* C.), not more
than 10.0 percent.

Water insoluble matter, not more than 0.5
percent.

Ether extracts, not more than 0.4 percent.
Chlorides and sulfates of sodium, not more

than" 6.0 percent.
Mixed oxides, not more than 1.0 percent.
Subsidiary dyes (as FD&C Green No. 1),

not -more than 5.0 percent.
Pure dye (as determined by titration with

titanium trichloride), not less than 82.0 per-
cent.

FEDERAL REGISTER

P:3= aGnm ITO. 3

Dlsodlum salt of 4-f[4-(N-ethyl-p--ulfo-
benzylomino) -phenylj-(4-hydroxy-2-sulfoni-
umphenyl)-methyleno}-[1- (U-ethyl-N -p-
sulfobenzyl) -A:.-cyclohcexdenlmno I.

Volatile matter (at 1350 C.), not more than
10.0 percent.

Water Insoluble matter, not more than
0.5 percent.

Ether extracts, not more than 0.4 percent.
Chlorides and sulfates of codium, not more

than 5.0 percent.
Mixed oxides, not more than 1.0 percent.
Subsidiary dyes, not more than 5.0 percent.
Pure dye (as determined by titration with

titanium trichloride)* not es than 85.0 p:er-
cent.

FD&C Ymzow ITo. 1

SPLCIFCATIONS

Disodiun salt of 2,4-dlnltro-l-naphthol-
7-sulfonlo acid.

Volatile matter (at 1350 C.). not more than
10.0 percent.

Water Insoluble matter, not more then 0.2
percent.

Ether extracts, not more then 0.1 percent.
Chlorides and sulfates of sedium, not more

than 5.0 percent.
Mixed oxides, not more than 1.0 percent.
Martius Yellow, not more than 0.03 percent.
Pure dye (as determined by titration with

titanium trlchlorlde), not le= than E5.0 per-
cent.

FD&C Yzow No. 2

9E zVX1CATXo15

Dipotassium salt of 2,4-dLnitro-l-naphthol-
7-sulfonie acid.

Volatile matter (at 1350 C.) , not more than
10.0 percent.

Ether extracts, not more than 0.1 percent.
Chlorides and sulfates of pota-ium, not

more than 5.0 percent.
Mixed oxides, not more than 1.0 percent.
Martius Yellow, not more than 0.03 pereent.
Pure dye (as determined by titration with

titanium triehlorlde), not les than 85.0 per-
cent.

FD&C YEmow No. 3

SPeiICATION*'3

1-Phenylazo-2-naphthylamine.
Volatile matter (at 800 C.), not more than

0.2 percent.
Sulfated ash, not more than 0.3 percent.
Water soluble matter, not more then 0.3

percent.
Matter, insoluble In carbon tetrachioride,

not more than 0.5 percent.
Intermediates, not more than 0.0 percent.
Pure dye (as determined by titration with

titanium trichloride), not les than 03.0 per-
cent.

Malting point, not les than 09 0.

FD&C YELLow No.4

1-o-Tolylazo-2-naphthylmino.
Volatile matter (at 800 C.), not more than

0.2 percent.
Sulfated ash, not more than 0.3 percent.
Water soluble matter, not nore than 0.3

percent.
Matter, Insoluble In carbon tetrachloride,

not more than 0.5 percent.
Intermediates, not more than 0.05 percent.
Pure dye (as determined by titration wlth

titanium trichlorlde), not les than 93.0 per-
cent.

Melting point, not lc than 1200 C.

IM&0 YEZow ITo. 5

Trizodium salt of 3-carboxy-U-hydroxy-1-
p-sulfophenyl-4-p- ulfophonyla-zo-pyrazole.

Volatile matter (at 135' C.), not more than
10.0 percent.
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Water Insoluble matter, not more than 0.5
pcrcent.

12ther extracts, not more than 0.3 1nrcent.
PhenylhydrizLnc-p-*ulfonc acid., not mare

than 0.1 percent.
Chlorldes and -ulfatcs of sodium, not maze

than 6.0 percent.
Mixed oxidez, not more than 1.0 percent.
Subldlary dyes, not more than 3.0 percent.
Pure dye (as determined by titration with

titanium trichlorido), not less than S5.0 per-
cent.

FD.1C YmoW NTO. 6
s7z_=CATO!z1s

Disodium salt of l-p-oulfophenylazo-2-
naphthol-C-zulfonfc acid.

Volatile matter (at 1350 C.), not more than
10.0 percent.

Water Insoluble matter, not more than 0.5
percent.

Ether extracts, not more than 0.2 parcent.
Chloride and Gulfates of sodium. not more

then 5.0 percent.
Mxed oxide- not more than 1.0 percent.
Suboidiary dyes, not more than 5.0 percent.
Pure dye (as determined by titration with

titanium trichloldo), not Ies than 83.0 per-
cent.

rD-c Rim no0. 1

DL-odlum salt of 1-p:zudocumylazo-2-
nn1htho-3G-dlsulfonlo acid.

Volatile matter (at 135* C.), not more than
10.0 percent.

Water Insoluble =tter, not more than 0.3
percent.

Ether extracts, not more than 0.2 percent.
Pzeudo-cumoldine, not more than 02 per-

cent.
Chlorides and sulfatc of sodium, not more

than 0.0 percent.
Mixed oxides, not more than 1.0 percent.
Lo er sulfonated dye, not mare than 5.0

percent.
Pure dye (as catermined by titration with

titanium trIchloride), not lezs than 85.0 per-
cent.

Boling range of crude pzaudo-cumidine,
or or pzeudo-cumldine obtained by reduction
of the dye, 220-245° C.

FD&C RUM 11o. 2

TrLodlium salt of 1-(4.-zulfo-l-naphthyl-
azo)-2-naphthol-3,8-dsulfonc acid.

Volatile matter (at 135* C.), not more than
10.0 percent.

Water Insoluble matter, not more than 0.5
percent.

Ether extracts, not more than 0.2 percent.
Chlorldes and sulfates of sodium, not more

than 5.0 percent.
-Mcd oxide, not more than 1.0 percent.

Subidiary dyes, not more than 4.0 percent.
Pure dye (as determined by titration with

titanium trlchlarlde), not les than 85.0 per-
cent.

IDC RI= ITO. 3

DLsodium salt of 9-c-carb x"yhenyl-6-hy-
droxy-2, 4,0, 7-totriaJdo-3-l-=sxathane.

Volatile matter (at 135' C.), not more than
12.0 percnt.

Water, insoluble matter, not more than
0.2 percent.

Eher extracts, not moze than 0.1 percent.
Chlorides and culfateo c sodlum, not more

than 2.0 percent.
Sodium carbonate, not mere than 0.5 per-

cent.
Sodium ikddo, not more than 0.4 percent.
Mixed oxldcs, not more than 1.0 percent.
Permitted range of organically combined

lcdine in pure dye, ferom water of c -
lizatlon 0.8 to 3.5 percent.

Pure dye (as determined gravimetrically),
not less than 83.0 percent.
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FD&C RED No. 4

SPECIFICATIONS

Disodium salt of 2-(5-sulfe-2,4-xylylazo)-
l-naphthol-4-sulfonic acid.

Volatile matter (at 1350 C.), not more
than 10.0 percent.

Water, insoluble matter, not more than
0.3 percent.

Ether extracts, not more than 0.2 per-
cent.

Chlorides and sulfates of sodium, not more
than 5.0 percent.

Mixed oxides, not more than 1.0 percent.
Subsidiary dyes, not more than 5.0 per-

cent.
Pure dye (as determined by titration with

titanium trichlorlde), not less than 85.0
percent.

FD&C BLUE No. 1

SPECIFICATIONS

Disodium salt of 4-{[4-(N-ethyl-p-sulfo-
benzylamino)-phenyl] - (2-sulfoniumphen-
yl) -methylene)-['1-(N-ethyl -N -p-sulfoben-
zyl) -A

2 
0-cyclhexadienimine].

Volatile matter (at 135o C.), not more
than 10.0 percent.

Water insoluble matter, not more than
0.3 percent.

Ether extracts, not more than 0.4 percent.
Chlorides and sulfates of-sodium, not more

than 4.0 percent.
Sodium acetate, not more than 3.0 per-

cent.
Mixed oxides, not more than 1.0 percent.
Subsidiary dyes, not more than 5.0 percent.
Pure dye (as determined by titration with

titanium trichlorlde), not less than 82.0 per-
cent.

FD&C BLuE No. 2

SPECIFICATIONS

Disodium salt of 5, 5'-indigotlndisulfonic
acid.

Volatile matter (at 135 C.), not more
than 10.0 percent.

Water insoluable matter, not more than 0.5
percent.

Ether extracts, not more than 0.5 percent.
Chlorides and sulfates of sodium, not more

than 7.0 percent.
Mixed oxides, not more than 1.0 percent.
Lower sulfonated dyes, not more than 5.0

percent.
Pure dye (as determined-by titration with

titanium trichlorlde), not less than 85.0 per-
cent.

FD&C VIOLLt No. 1'

SPECIFICATIONS

Monosodium salt of 4-{[4-(N-ethyl-p-
oulfobenzylamino) -phenyl] - [4- (N-ethyl-p-
sulfoniumbenzylamino) - phenyl] - methyl-
ene) - (NN - dimethyl - A2.1- cyclohexadieni-
mine).

Volatile matter (at 135 ° C.), not more than
8.0 percent.

Water-insoluble matter, not more than 0.3
percent.

Ether extracts, not more than 0.4 percent.
p-Dlmethylaminobenzoic acid, not more

than 0.2 percent.
Chlorides and sulfates of sodium, not more

than 4.0 percent.
Mixed oxides, not more than 1.0 percent.
Pure dye (as determined by titration with

titanium trichloride), not less than 85.0 per-
cent.

The sum of the volatile matter, chlorides
and sulfates of sodium, pure dye, and leuco
base of the dye, not less than 95.0 percent.

LA~Inr

Any lake made by extending on -a sub-
stratum of alumina, a salt prepared from
one of the water soluble straight colors
hereinbefore listed in this paragraph by
combining such color with the basic radicle
aluminum or, calcium.

SPE1CIATIONS

Ether extracts, not more than 0.3 percent.
Soluble chlorides and sulfates (as sodium

salts), not more than 2.0 percent.
Inorganic matter, insoluble in HCI, not

more than 0.5 percent.
Intermediates, not more than 0.1 percent.

(b) Each "lake made as prescribed
under the caption "Lakes" in paragraph
(a) of this section shall be considered to
be a straight color and to be listed
therein under the name which Is formed
as follows:

(1) The listed name of the color from
which the lake is prepared;

(2) The name of the basic radicle
combined in such color; and

(3) The word "Lake"
(For example, the name of a lake pre-

pared by extending the aluminum salt
prepared from FD&C Orange No. 1 upon
the substratum Would be FD&C Orange
No. 1-Aluminum Lake.)

(c) No lake listed in paragraph (a)
of this section shall be certified for any
use in food except external application
to shell eggs.

§ 9.4 List of straight colors and
specifications for their certification for
use in drugs and cosmetics. (a) A
batch of a straight color listed In this
section may be certified, in accordance
with the provisions of this part, for use
only in drugs and cosmetics, if such
batch conforms to the requirements of
§ 9.2 and to the specificationS set forth
in this section for such color.

D&C GE= No. 4

SPEIFCATIONS

Calcium salt of 4-{[4-(N-ethyl-p-sulfoben-
zylamino) -phenyl]-(4-sulfonium - phenyl)-
methylene}- [1- (N-ethyl-N- p-sulfobenzyl) -
A6.,-cyclohexadienimine].

Volatile matter (at 135
° 

C.), not more
than 10.0 percent.

Water insoluble matter, not more than
1.0 percent.

Ether extracts, not more than 0.5 percent.
Chlorides and sulfates (as calcium salts),

not more than 5.0 percent.
Oxides of iron and aluminum, net more

than 1.0 percent.
Subsidiary dyes (as ID&C Green No. 1),

not more than 5.0 percent.
Pure dye (as determined by titration with

titanium trichlorlde), not less than 82.0
percent.

D&C Gax=. No. 5

SPECIFICATIONS

Disodium salt of 1,4-bfs(o-sulfo-p-toluI-
no) -anthraquinone.

Volatile matter (at 135* C.), not more than
10.0 percent.

Water insoluble matter, not more than 1.0
percent.

Ether extracts, not more than 0.5 percent.
1,4-Dihydrexy-anthraquinone, net more

than 0.2 percent.
Chlorides and sulfates of sodium, not more

than 15.0 percent.
Mixed oxides, not more than 1.0 percent.
Pure dye (as determined by titration with

titanium trichloride), not less than 75.0 per-
cent.

D&C GnE=n No. 6
sPP.cIIICATIeONS

1,4-Bis- (p-toluino) -anthraquinone.
Volatile matter (at 135' C.), not more than

'2.0 percent.
Sulfated ash, not more than 1.0 percent.
Water soluble matter, not more than 0.3

percent.

Matter, insoluble In carbon totrachlorido,
not more than 1.5 percent.

Intermediates, not more than 0.5 percent.
Pure dye (as. determined by titration with

titanium trlchlorlde), not less than 90,0 per-
cent.

Melting point, not less than 210' 0.
D&C Gnnr No, 7

sPECIFICATIONS

Monosodium salt of 4-({4-(N-ethyl-p-sul
fobenzylamino) - phenyl ]- (o-ehlorophenyl) -
methylene)-l-(N-ethyl-N-p-sulfonium-ben
zyl-A-A-cyclohexadlenimilne).

Volatile matter (at 1350 C.), not more than
10.0 percent.

Water insoluble matter, not more than 1.0
percent.

Ether extracts, not more than 0.6 percent.
Chlorides and sulfates of sodium, not more

than 8.0 percent.
Mixed oxides, not more than 1.0 percent.
'Pure dye (as determined by titration with

titanium trichlorlde, not less than 80.0 per-
cent.

D&C GnEn No. 8

SPEcIFICATIONS

Trisodlum salt of 10-hydroxy-3,5,8-pyreno.
trisulfonic acid.

Volatilo.matter (at 135 ° C.), not more thrn
15.0 percent.

Water insoluble matter, not more than 0.6
percent.

Chloroform extract, not more than 0.5 per-
cent.

Pyrene, not more than 0.2 percent,
Chlorides and sulfates of sodium, not more

than 20.0 percent.
Mixed oxides, not mor0 than 1.0 percenlt,
Pure dye (as calculated from organically

combined sulfur), not less than 05.0 percent,

D&C YnaLOW No. 7
SPECIFCATIONS

3,6-Fluorandiol.
Volatile matter (at 135 ° 

C.), not more
than 2.0 percent.

Insoluble matter (alkaline solution), not
more than 1.0 percent.

Ether extracts (from alkaline solution),
not more titan 0.6 percent.

Chlorides and sulfates of sodium, net more
than 2.0 percent.

Mixed oxides, not more than 1.0 percent.
Pure dye (as determined by titration with

titanium trichlorlde), not less than 00.0 per-
cent.

D&C YEILOW No. 8

SPECIFICATIONS
Disodium salt 9-o-carboxyphenyl-0-hy.

droxy-3-Isoxanthone,
Volatile matter (at 1380 C), not more

than 10.0 percent.
Water insoluble matter, not more than 1.0

percent.
Ether extracts, not more than 0.5 percent.
Chlorides and sulfates of sodium, not more

than 8.0 percent.
Mixed oxides, not more than 1.0 percent.
Pure dye (as determined by titration with

titanium trlchlorlde), not less than 82.0 per-
cent.

D&C YzuLow No. 9

SPECIFICATIONS

Dipotassium salt of 0-o-carboxyphenyl-
6-hydroxy-3-isoxanthone.

Volatile matter (at 135 ° C.), not more than
10.0 percent.

Water insoluble matter, not more than 1,0
percent.

Ether extracts, not more than 0.6 percent.
Chlorides and sulfates of potassium, not

more than 5.0 percent.
Mixed oxides, not more than 1.0 percoht.
Pure dye (as determined by titration with

titanium trichlorlde), not loss than 82.0 per-
cent.
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D&MC Yszow No. 10

SPEcIBICA77ONS
Disodium salt of disulfonic acid of 2-(2-

quinolyl) -1,3-indandione.
Volatile matter (at 135 ° C.), not more than

10.0 percent.
Water insoluble matter, not more than

1.0 percent.
Ether extracts, not more than 0.5 percent.
Quinaldine, not more than 0.2 percent.
Chlorides and sulfates of sodium, not more

than 6.0 -percent.
Mixed oxides, not more than 1.0 percent.
Pure dye (as calculated from organically

combined nitrogen), not less than 82.0 per-
cent.

D&C YELLOw No. 11
SPECnacATIONS

2- (2-Quinolyl) -1,3-indandione.
Volatile matter (at 135' C.), not more than

1.0 percent.
Sulfated ash, not more than 1.0 percent.
Matter insoluble in alcohol, not more than

0.5 percent.
Quinaldine, not more than 0.2 percent.
Pure dye (as- calculated from organically

combined nitrogen), not less than 96.0 per-
cent.

Melting point, not less than 235o C.

D&C E m No. 5

SPxcn=cToieS
Disedium salt of 1-xylylazo-2-naphthol-

3,6-disulfonic acid.
Volatile matter (at 135o C.), not. more

than 12.0 percent.
Water insoluble matter, not more than

1.0 percent.
Ether extracts, not more than 0.5 per-

cent.
Xylidine, not more than 0.2 percent.
Chlorides and sulfates of sodium, not

more than 6.0 percent.
Mixed oxides, not more than 1.0 percent.
Pure dye (as determined by titration with

tit.-nium trichloride), not less than 82.0
percent.

D&C RE No. 6

SPEcrMcATIoNs

Monosodium salt of 4-(o-sulfo-p-tolyl-
azo) -3-hydroxy-2-naphtholc acid.

Volatile matter (at 135° C.), not more
than 10.0 percent.

Water insoluble matter, not more than
1.0 percent,

Ether extracts (Isopropyl ether), not
more than 0.5 percent.

Chlorides and sulfates of sodium, not
more than 6.0 percent.

Mixed oxides, not more than 1.0 percent.
Pure dye (as determined by titration with

titanium trichloride), not less than 82.0
percent.

D&C RE No. 7

sPECMICATIOITS

Calcium salt of 4-(o-sulfo-p-tolylaZo)-
3-hydroxy-2-naphtholc acid.

Volatile matter lat 1350 C.), not more
than 8.0 percent.

Ether extracts (Isopropyl ether), not more
-than 0.5 percent.

Chlorides and sulfates (as calcium salts),
not more than 6.0 percent.

Oxides of iron and aluminum, not more
than 1.0 percent.

Pure dye (as determined by titration with
titanium trlchloride), not less than 85.0
percent.

D&C Em No. 8

SPECIOATIONS
Monosodium salt of 1-(4 -chloro-o-sulfo-

5-tolylazo) -2-naphthoL
Volatile matter (at 1350 C.), not more

than 10.0 percent.

No. 2---Pt. 11-5

FEDERAL REGISTER

Ether extracts (Isopropyl ether), not more
than 0.5 percent.

late nod 0 Amine, not more than 0.2
percent.

beta-Naphthol, not maor than 0.2 per-
cent.

Chlorides and culfate3 of radium. not more
than 5.0 percent.

ilxed oxides, not more than 1.0 percent.
Pure dye (as determined by titration with

tilanium trichloride), not lee3 than e5.0
percent.

D&C RED IO. 9
e flIFIc&TIO:u3

Barium salt of 1-(4-chloro-o-z-ulfo-5-tolyl-
azo) -2-naphthoL

Volatile matter (at 135* C.), not moro
than 5.0 percent.

Ether extmcts (Iropropyl ether), not more
than 0.5 percent.

Lake lied C Amine, not more than 0.2
percent.

beta-Naphthol, not more than 02 percent.
Chlorides and sulfates of sodium, not moro

than 6.0 percent.
Oxides of Iron and aluminum, not more

than 1.0 percent.
Pure dye (as determined by titration with

titanium trichloride), not le than &7.0
percent.

D-O RE No. 10
s z-cIATLo ,zs

Mono-odium salt of 2-(2-hydroxy-1-naph-
thylazo) -l-naphthalenesulfonle cold.

Volatile matter (1350 C.), not more than
5.0 percenr.

Ether extracts (Ikopropyl ether), not moe
then 0.5 percent.

Tobias acid, not more than 0- percent.
beta-Naphthol, not more than 0 2 percent.
Chlorides and sulfatos of radium, not more

than 5.0 percent.
Mixed oxidc, not more than 1.0 percent.
Pure dye (as determined by titration with

titanium trichlorlde), not lees than 88.0 per-
cent.

D&C Em ITo. 11
sPzcn lcATxO:rn

Calcium salt of 2-(2-hydroxy-1-naphthyl-
azo) -l-naphthalenesulfonio acid.

Volatile matter (at 135* C.), not more than
5.0 percent.

Ether extracts (Isopropyl ether), not more
than 0.5 percent.

Tobias acid. not more than 0.2 pcrcent.
beta-1aphthol, not more than 0.2 percent.
Chlorides and sulfates (as calcium calts),

not more than 5.0 percent.
Oxides of Iron and aluminum, not more

than 1.0 percent.
Pure dye (as determined by titratton with

titanium trichlorlde), not lce than CD.0 per-
cent.

D&OC Eno o. 12

Barium salt of 2-(2-hydrvx7-1-naphthyl-
azo) -1-naphthalenc.sulfonlo acid.

Volatile matter (at 135 C.), not more than
5.0 percent.

Ether extracts (rIopropyl ether), not more
than 0.3 percent.

Tobias acid, not more than 0.2 percent.
beta-Naphthol, not more than 0.2 perc-nt.
Cbloridcs and sulfates of radium, not mere

than 5.0 percent.
O.ides of Iron and aluminum, not more

than 1.0 percent.
Pure dye (as determined by titration with

titanium trichlorlde), not lces than C0.0 per-
cent.

-C Em lbo. 13

Strontium sit of 2-(2-hydroxy-l-naph-
thylazo) -1-naphthalencoulfonil acld.
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Volatulo mattcr (at 1^35 C.), not more than
5.0 Percent.

Ethcr estracts (Izopropyl ether), not more
than 0.5 percent.

Table- acid, not more than 0.2 percent.
beta-17aphthal, not more than 0.2 percent.
Chloride:s and sulfates (as sodium st.t),

not more than 5.0 pcrccnt.
O-idcs of iron and aluminum, not more

than 1.0 p:rcent.
Pure dye (a determined by titration vith

titanium trichlordo), not Ices than 90.0 per-
cent.

D&C Pm No. 10
Czen'zcAT1o:73

=onczodium lt of 1-o-carboxy-phenyl-
azo-2-nzpthol.

Volatile matter (at 135° C.). not more an
5.0 percent.

E er cxtract3 (Isopropyl ether), not me
than 0.5 parcent.

bota-lapthol, not more than 0.2 percent.
Chlrldc; and -ulfates of sodium, not more

than &.0 perce2,nt.
Lixed oxides, not more than 1.0 percent.
Pure dye (ca determined by titration with

titanium trlchlarildo), not lees than 90.0 per-
cont.

IX ErD 27o. 15

Barium calt of 1-o-carboxyphenyIaza-2-
naphthol.

Volatile matter (at 135* C.), not moe than
5.0 percent.

ther cxtrac c (Isopropyl ether). not more
than 0.5 percent.

b3a-Na'hthol. not more than 02 percent.
Chlorides and sulfates of codum, not more

th n 5.0 percent.
Oxlic of Iron and aluminum, not more

than 1.0 percent.
Pure dye (ms de trmlned by titration with

titanium trichloride), not les than 90.0
percent.

3D0:C Em No. 16

Calcium "lt of 1-o-carboxphyenylazo-2-
naphthol.

Volatile matter (at 135 ° C.). not more than
G.0 percant.

Ether extracta (Iopropyl ether), not mare
than 0.5 p rcent.

beta-Navhthol, not more than 0.2 percent.
Chlorides and vulfates (as calcium salts),

not more than 5.0 percent.
OxIdes of Iran and aluminum, not more

than 1.0 percent.
Pure dye (as d2termined by titration ith

titanium trIchlorido), not lees than 90.0

DZOc Em No. 17

1-p-Phenylazophonylezo-2-naphthol.
Volatile matter (at 1353 C.), not moare

than 0.0 percent.
Insoluble mattcr (in toluene), not more

than 3.0 percent.
Anl ine, not more th, 0.2 percent.
Amino-azo-ben , not more than 0.2

percent.
bcta-Ilaphthol, not more than 0.2 percent.
solum chloride, not mare than 3.0 per-

cent.
Mxed oxides, not more than 1.0 percent
Pure dye (s determined by titration with

titanium trichloride), not lez than 85.0
percent.

C:_E= NTo. 18

1-Nylylazoxylylaza-2-naphthol.
Volatile matter (at 100 ° C.), not more

than 2.0 percent.
Sulfated ash, not more thrn 2.0 percent.
Water soluble matter, not more than 0.5

percent.
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Matter, insoluble in carbon tetrachloride,
not more than 1.0. percent.

Chlorides and sulfates of sodium, not more
than 1.0 percent.

Amno-azo-xylene, not more than 0.2 per-
cent.

Xylidine, not more than 0.2 percent.
beta-Naphthol, not more than 0.2 percent.
Pure dye (as determined by titration with

titanium trichloride), not less than 95.0 per-
cent.

D&C RED No. 19
SPECIFICATIONS

3-Ethochlortde of 9-o-carboxyphenyl-6-di-
ethylamino-3-ethylimino-3-isoxanthene.

Volatile matter (at 1350 C.), not more
than 5.0 percent.

Water insoluble matter, not more than 1.0
percent.

Ether extracts (from acid solution), not
more than 0.5 percent.

Diethyl-m-aminophenol, not more than
0.2 percent.

Chlorides and sulfates of sodium, not more
than 2.0 percent.

Mixed oxides, not more than 1.0 percent.
Pure dye (as determined by titration with

titanium trichloride), not less than 92.0
percent.

D&C RED No. 20

SPECIFICATIONS

3-Ethoacetate of 9-o-carboxyphenyl-6-di-
ethylamno-3-ethylmino-3-isoxanthene.

Volatile matter (at 135* C.), not more
than 6.0 percent.

Water insoluble matter, not more than 1.0
percent.

Ether extracts (from acid solution), not
more than 0.5 percent.

Diethyl-m-aminophenol, not more than 0.2
percent.

Sodium acetate, not more than 2.0 percent.
Mixed oxides, not more than 1.0 percent.
Pure dye (as determined by titration with

titanium trichloride), not less than 92.0 per-
cent.

D&C RED No. 21
SPECIFICATIONS

2,4,5,7-Tetrabromo-3,6-fluorandiol.
Volatile matter (at 135 ° C.), not more than

6.0 percent.
Insoluble matter (alkaline solution), not

more than 1.0 percent.
Ether extracts (from alkaline solution),

not more than 0.5 percent.
Chlorides and sulfates of sodium, not more

than 2.0 percent.
Mixed oxides, not more. than 1.0 percent.
Free bromine, not more than 0.02 percent.
Permitted range of organically combined

bromine in pure dye, 47.5-51.5 percent.
Pure dye (as determined gravimetrically),

not less than 93.0 percent.

D&C RED No. 22

SPECIFICATIONS

Disodium salt of 2,4.5,7-tetrabromo-9-o-
carboxyphenyl-6-hydroxy-3-isoxanthone.

Volatile matter (at 135 C.), not more than
10.0 percent.

Water insoluble matter, not more than 1.0
percent.

Ether extracts, not more than 0.5 percent.
Chlorides and sulfates of sodium, not more

than 5.0 percent.
Mixed oxides, not more than 1.0 percent.
Free bromine, not more than 0.02 percent.
Permitted range of organically combined

bromine in pure dye, 44.5-48.5 percent.
Pure dye (as determined gravimetrlcally),

not less than 85.0 percent.

D&C RE No. 23

SPECIFICATIONS

DIpotasslum salt of 2,4,5,7-tetrabromo-9-
o-carboxyphenyl-6-hydroxy-3.-soxanthone.

RULES AND REGULATIONS

Volatile matter (at 135 ° O.), not more than
15.0 percent.

Water insoluble matter, not more than 1.0
percent.

Ether extracts, not more than 0.5 percent.
Chlorides and sulfates of potassium, not

more than 5.0 percent.
Mixed oxides, not more than 1.0 percent.
Free bromine, not more than 0.02 percent.
Permitted range of organically combined

bromine in pure dye (free from water or
alcohol of crystallization), 42.0-46.0 percent.

Pure dye (as determined gravimetrically),
not less than 80.0 percent.

D&C RzD No. 24

SPECIFICATIONS

2,4,5,7-Tetrachloro-3,6;fluorandiol.
Volatile matter (at 1350 C.), not more than

5.0 percent.
Insoluble matter (alkaline solution), not

more than 1.0 percent.
Ether extracts (from alkaline solution),

nor more than 0.5 percent.
Chlorides and sulfates of sodium, not more

than 3.0 percent.
Mixed oxides, not more than 1.0 percent.
Free chlorine, not more than 0.02 percent.
Permitted range of organically combined

chlorine in pure dye, 28.0-32.0 percent.
Pure dye (as determined gravimetrically),

not less than 90.0 percent.

D&C RED No. 25

SPECMCATIONS

Disodium salt of 9-o-carboxylphenyl-2,4,
5,7-tetrachloro-6-hydroxy-3-isoxanthone.

Volatile matter (at 1350 C.), not more than
10.0 percent.

Water insoluble matter, not more than 1.0
percent.

Ether extracts, not more than 0.5 percent.
Chlorides and sulfates of sodium, not more

than 5.0 percent.
Mixed oxides, not more than 1.0 percent.
ree chlorine, not more than 0.02 percent.

Permitted range of organically combined
chlorine in pure dye, 26.0-29.5 percent.

Pure dye (as determined gravimetrIcally).
not less than 85.0 percent.

D&C REo No. 26

SPECIICATIONS

Dipotasslum salt of 9-o-carboxylphenyl-2,
4
,5,7-tetrachloro-6-hydroxy-3-isoxanthone.
Volatile matter (at 1350 C.), not more than

10.0 percent.
Water insoluble matter, not more than 1.0

percent.
Ether extracts, not more than 0.5.percent.
Chlorides and sulfates of potassium, not

more than 5.0 percent.
Mixed oxides, not more than 1.0 percent.
Free chlorine, not more than 0.02 percent.
Permitted range of organically combined

chlorine in pure dye, 24.5-27.5 percent.
Pure dye (as determined gravimetrically),

not less than 85.0 percent.

D&C RED No. 27

SPECIFICATIONS

2,4,5,7-tetrabromo-12,13,14,15 - tetrachoro-
3,6-fluorandiol.

Volatile matter (at 1350 C.), not more than
5.0 percent.

Insoluble matter (alkaline solution), not
more than 1.0 percent.

Ether extracts (from alkaline solution),
not more than 0.5 percent.

Sodium chloride, not more than 3.0 per-
cent.

Mixed oxides, not, more than 1.0 percent.
Free halogens, not more than 0.02 percent.
Permitted range of organically combined

bromine in pure dye, 385-42Z percent.
Permitted range of organically combined

chlorine in pure dye, 16.0-19.0 percent.

Pure dye (as determined gravimetrically),
not less than 90.0 percent.

D&C RED No. 28
SPECIFICATIONS

Dlsodium salt of 2,4,5,7-tetrabromo-9-(3,4,
5,6-tetrachloro-o-carboxyphenyl) -0-hydroxy-
3-isbxanthone.

Volatile matter (at 1350 C.), not more than
10.0 percent.

Water insoluble matter, not more than 1.0
percent.

Ether extracts, not more than 0.5 percent,
Chlorides and sulfates of sodium, not more

than 5.0 percent.
Mixed oxides, not more than 1.0 percent,
Free halogens, not more than 0.02 percent,
Permitted range of organically combined

bromine in pure dye 36.5-40.5 percent,
Permitted range of organically combined

chlorine in pure dye, 16.0-18.0 percent,
Pure dye (as determined gravlmotrically),

not less than 85.0 percent,

D&C Em No. 29
SPECIFICATI1ONS

1,4,5,8,15-Pentabromo-2.7 - dicarboxy - 8,6-
fluorandiol.

Volatile matter (at 1350 C.), not more than
2.0 percent.

Sulfated ash, not more than 1.0 percent.
Insoluble matter (alkaline solution), not

more than 0.3 percent.
Soluble matter (in 1 percent aqueous hy-

drochloric acid), not more than 2.0 percent,
Free bromine, not more than 0.02 percent.
Permitted range of organically combined

bromine in pure dye, 47.0-51.0 percent.
Pure dye (as determined gravimetrIcally),

not less than 95.0 percent.

D&C RED No. 30
SPEcIFICATIONS

5,5'-Dichloro-3,3'-dlmethyl-thloindgo.
Volatile matter (at 1350 C.), not more than

5.0 percent.
Matter, insoluble in xylene, not more than

1.0 percent.
Sodium chloride, not more than 8.0

percent.
Mixed oxides, not more than 1.0 percent.
Pure dye (as determined by titration with

titanium trichorlde), not less than 90.0
percent.

D&C RED NO. 31
SPECIFICATIONS

Calcium salt of 3-hydroxy-4-phenylazo-2-
naphthoio acid.

Volatile matter (at 1350 0.), not more
than 5.0 percent.

Ether extracts (Isopropyl ether), not more
than 0.5 percent.
- Aniline, not more than 0.2 percent.

Chlorides and sulfates (as calcium salts),
not more than 5,0 percent.

Oxides of iron and aluminum, not more
than 1.0 percent.

Pure dye (as determined by titration with
titanium trichlorlde), not less than 00.0
percent.

D&C RED No. 33
SPECIFICATIONS

Dlsodium salt of 8-amino-2-phenylazo-1-
naphthol-3,6-disulfono acid.

Volatile matter (at 135 ° C.), not more than
6.0 percent.

Water insoluble matter, not more than
1.0 percent.

Ether extracts, not more than 0.5 percent,
Aniline, not more than 0.2 percent.
Chlorides and sulfates of sodium, not more

than 10.0 percent.
Mixed oxides, not more than 1.0 percent.
Pure dye (as determined by titration with

titanium trichlorldo), not less than 82,0
percent.
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3D&C ED NTo. 34
sPECnIcATzo1S

Calcium salt of 4- (1-zulfo-2-naphthylazo) -
3-hydroxy-2-nephthoic acid.

Volatile matter (at 135* C.), not more
than 5.0 percent.

Ether extracts, not more than 0.5 percent.
Tobias acid, not more than 0.2 percent.
Chlorides and sulfates (as calcium eite)

not more than 10.0 percent.
Oxides of iron and aluminum, not more

than 1.0 percent.
Pure dye (as determined by titration .vith

titanium trichlorlde), not less than 85.0
percent. D&C Etim No. 35

SPE=IrICATIONS

1- (o-Nitro-p-tolylazo) -2-napthol.
Volatile matter (at 135* C.), not more than

2.0 percent.
Sulfated ash, not more than 1.5 percent.
Matter insoluble in toluene, not more than

1.5 percent.
2-Nitro-p-toluidine, not more than 0.2 per-

cent.
beta-Napthol, not more than 0.2 percent.
Pure dye (as determined by titration with

titamum trchlorlde), not less than 95.0 per-
cent.

Melting point, not less than 272o C.

D&C M No. 36

SPECIFICATIONS

I - (o-Chloro-p-nitrophenylazo) -2-naph-
thol,

Volati7 matter (at 135' C.), not more than
5.0 percent.

Sulfated ash, not more than 1.0 percent.
Matter insoluble In toluene, not more than

1.0 percent.
o-Chloro-p-nitroanillne, not more then 0.2

percent.
beta-Naphthol, not more than 0.2 percent.
Pure dye (as determined by titration with

titanium trichloride), not less than 90.0 per-
cent.

D&C Rm No. 37
SPECIFICATIONS

3-Ethostearate of 9-o-carboxyphenyl-6-di-
eth.lamino-3-ethylnlmno-3-lsoxanthene.

Volatile matter (at 80' C.), not more than
2.0 percent.

Sulfated ash, not more than 3.0 percent.
Matter insoluble in benzene, not more

than 0.5 percent.
Dlethyl-m-aminophenol, not more than 0.2

percent.
Stearic acid (not part of the dye). not

more than 50.0 percent.
-Pure dye (as determined by titration with

titanium trichloride) not less than 50.0 per-
cent.

D&C RE No. 38
SPECIICATIONS

3-Hydroxy-N- (n-nitrophenyl) -4- (o-nitro-
p-tolylazo) -2-napthamlde.

Volatile matter (at 135' C.) not more than
5.0 percent.

Sulfated ash, not more than 1.5 percent.
Matter, insoluble in nitrobenzene, not

more than 0.5 percent.
2-Nitro-p-toluldine, not more than 0

O. per-
cent.

3-Hydroxy-N-(m-nitrophenyl) -2-naphtha-
mide, not more than 0.2 percent.

Pure dye (as calculated from organically
combined nitrogen), not less than 90.0 per-
cent

D&C RE No. 39

SPE=CIcATIONS

o-fp-(p,p'-dlhydroxy-diethylinino) -phen-
ylazo]-benzolc acid.

Volatile matter (at 100' C.), not more
than 2.0 percent.

FEDE =L REGISTER

Matter incolublo In acetone, not more th.n
1.5 percent.

Ether extract (petroleum ether), not more
than 0.5 percent.

N (i'-dihydro.y-dlethyl) -nn Ine, not
more than 0.2 percent.

Sulfated ash, not more than 1.5 perccnt.
Pure dye (as determined by titratIon with

titanium trlchloride), not lce than 05.0 per-
cent.

D&C Oa~ou No. 3
Sp ECD FIO7101.

Dsedium salt of 1-pbenylez-2-napthal-
6,8-disulfonlc acid.

Volatile matter (at 135o C.), not more than
10.0 percent.

Water insoluble matter not more than 1.0
percent.

Ether extracts, not more than 0.5 percent.
Aniline, not more than 0.2 percent.
Chlorides and rulfatcs of radium, not more

than 8.0 percent.
Mixed oxides, not more than 10 pcrcent.
Pure dye (as determined by 1ltratlon w1ith

titanium trlchlorlde). not lecs than 62.0 per-
cent.

D&C OnAUGnS No. 4
SPE=CM7 CA'rI0.NS

Monozodium salt of l-p-zulfophenylazo-2-
naphthol.

Volatile matter (at 135G C.), not more than
10.0 percent.

Water insoluble matter, not more than 1.0
percent.

Ether extracts, not more than 0Z percent.
beta-1Naplhthol, not more than 0.2 percent.
Chlorides and sulfates of rodium, not more

than 5.0 percent.
Mixed oxides, not more than 1.0'pcrcent.
Pure dye (as determined by titration with

titanium trlchlorlde), not le=s than 85.0 per-
cent.

D&C O e n No. 5

4,5-Dibromo-3.6-fluorandiol.
Volatile matter (at 1350 C.). not more

than 5.0 percent.
Insoluble matter (nlalino colution), not

more than 1.0 percent.
Ether extracts (from alkailno solution),

not more than 0.5 percent.
Sodium chloride, not more than 3.0 per-

cent.
Mixed oxides, not more than 1.0 percent.
Free bromine, not more than 0.02 percent.
Permitted range of organically combined

bromine in pure dye. 31.0-35.0 percent.
Pure dye (as determined gravimetrically),

not less than 90.0 percent.

D&- O=.= ITo. 6

Dlsodlum salt of 4.5-dlbromo-S-o-carbey-
phenyl-0-hydroxy-3-L-o.xanthone.

Volatile matter (at 135 ° 0.), not more
than 10.0 percent.

Water Insoluble matter, not more than 1.0
percent.

Ether extracts, not more than 0. percent.
Chlorides and sulfates of radium, not more

than 5.0 percent.
Mixed oxides, not more than 1.0 pcrccnt.
Free bromine, not more than 0.02 percent.
Permitted range of organically combined

bromine in pure dye, 23.0-32.0 p:rccnt.
Pure dye (as determined gravlmtrically),

not les than 85.0 percent.

D&C Owuun No. 7

Dipotw-zium salt of 4.5-dibromo-0-o-c=-
boxyphenyl-6-hydroxy-3-Laxenthano.

Volatile matter (at 15' C.), not moro than
10.0 percent.

Water insoluble matter, not more than
1.0 percent.

0)559
Ethr etractz, not mere then 0.5 p2rcent.
Chloridc and culfates of ptaeiuman, not

=ore than 5.0 percent.
Mixed oxides, not more than 1.0 parcent.
Free brcmine, not more than 0.02 p-rcent.
Permitctd rang2 of o"anically combined

bromine in pure dye, 23.0-30.0 percent.
Pure dye (as dctermincd gravimetrically),

not l than C5.0 percent.

3:-'C C-Azizes 11o.8

4,5-Dlchloro-3,6-fluorandlol.
Volatile matter (at 133' C.), not more then

5.0 percLnt.
In-coluble matter (r1Tl'l1he solution), not

more than 1.0 percent.
Ether ctracto (from alka"no solution),

not more than 0.5 percent.
Chloride- and sulfates of sodium, not more

than 3.0 percent.
Mixed oasdes, not mre than 1.0 percent.
Flee chlorine, not more than 0.02 percant.
Permitted ranoge of organically combined

chlorine in pure dye, 16.0-19.0 percent.
Pure dye (on dctermincd by titration 7ith

titanium trichlorlde), not I than 910 per-
cent.

D,.C Oarcn No. 9

DLeodlum salt of 9-o-carboxyphenyl-4,5-
dchloro-hydroy-3-Leoxanthone.

Volatile matter (at 1350 C.), not more than
10.0 percent.

Water Ineoluble matter, not more than 1.0
percent.

Ether extracto, not more than 0.5 percent.
Chlorldes and sulfate3 of sodium, not more

than 5.0 percent.
Mixcd oxidcj, not mare than 1.0 percent.
flce chlorine, not more than 0.02 porcant.
Permlttcd ranoe of orgmncally combined

chlorine in pure dye, 145-17.5 percent.
Pure dye (as determined by titration vith

titanium trichlorido), not lees than 85.0 per-
cent.

ID&C 0--uca No. 10

4,5-Dlodo-3,6-fluorandiol.
Volatile matter (at 1353 C.), not more then

5.0 percent.
Ineoluble mattcr (alaine solution), not

more then 1.0 percont.
Ether extracts (from alkaline solution),

not more than 0.5 percent.
Sodium chloride, not more than 3.0 per-

cent.
Mixed oxide, not more th=n 1.0 percent.
flce Iodine, not more than 0.03 percent.
Permitted range of organically combined

Iodine in pure dye. 41.5-45.5 percent.
Pure dye (as determined gravlntrIcally),

not les than 83.0 percent.

D- ,a C..;c NTo. 11

Dicdium salt of 9-o-carboxyphenyl-G-hy-
droxy-4,5-dlcdo-3-L-oxanthone.

Volatile matter (at 135' C.). not more than
10.0 prcent.

Watcr ineoluble matter, not more than 1.0
percent.

Vther extracts, not more than 0.5 p=rent.
Chloride3 and sulfatc3 of sodium, not more

than 3.0 percent.
Micd oxides, not more than 1.0 percent.
Flee ai:Uno. not mroe than 0.05 percent.
Pcrmlttcd range of organically combined

Iodine in pure dye, 33.Z-42.5 p ecent.
Pluro dye (as dctermined gravimetricaly),

not lees than 85.0 percent.

M-,0 Ozarca Io. 12

Dlpota-elum saIt of 9-o-carb xyphenyl-G-
hydraxy-4,1-dic>!do-3-1eoxanthone.
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Volatile matter (at 135 ° C.), not more than

10.0 percent.
Water insoluble matter, not more than 1.0

percent.
Ether extracts, not more than, 0.5 percent.
Chlorides and sulfates of potassium, not

more than 5.0 percent.
Mixed oxides, not more than 1.0 percent.
Free iodine, not more than 0.05 percent.
Permitted range of organically combined

Iodine in pure dye, 36.5-40.5 percent.
Pure dye (as determined gravimetrically),

not less than 85.0 percent.

D&C ORzANG No. 13

SPECUTCATIONS

Diammonium salt of 9-o-carboxyphenyl-8-
hydroxy-4,5-diiodo-3-isoxanthone.

Volatile matter (at 135 ° 
C.), not more than

10.0 percent.
Water insoluble matter, not more than

1.0 percent.
Ether extracts, not more than 0.5 percent.,
Chlorides and sulfates of ammonium, not

more than 5.0 percent.
Mixed oxides, not more than 1.0 percent.
Free iodine, not more than 0.05 percent.
Permitted range of organically combined

iodine in pure dye, 39.0-43.0 percent.
Pure dye (as determined gravimetrically),

not less than 85.0 percent.

D&C ORANGE NO. 14

SPECIFCATIONS

4,5,15-Trlbromo-2,1-dicarboxy - 3,6-fluoran-
diol.

Volatile matter (at 135' C.), not more than
2.0 percent.

Sulfated ash, not more than 1.0 percent.
Insoluble matter (alkaline solution), not

more than 0.3 percent.
Soluble matter (in 1 percent aqueous hy-

drochloric acid), not more than 2.0 percent.
Free bromine, not more than 0.02 percent.
Permitted range of organically combined

bromine in pure dye 36.0-40.0 percent.
Pure dye (as determined gravlmetrically),

not less than 95.0 percent.

D&C ORA iz NO. 15

SPECIFICATIONS

1,2-Anthraquinonediol.
Volatile matter (at 1350 C.), not more than

2.0 percent.
Water soluble matter, not more than 1.5

percent.
Ether insoluble matter, not more than 1.0

percent.
Sodium chloride, not more than 1.0 per-

cent.
Mixed oxides, not more than 1.0 percent.
Pure dye (as determined gravimetrically),

not less than 95.0 percent.
Melting point, not less than 285* C.

D&C ORANGE NO. 16
SPECIFICATIONS

4,5-Dibromo-2,7-dilodo-3,8-auorandol.
Volatile matter (at 135 C.), not more than

5.0 percent.
Insoluble matter (alkaline solution), not

more than 1.0 percent.
Ether extracts (alkaline solution), not

more than 0.5 percent.
Sodium chloride, not more than 3.0 per-

cent.
Mixed oxides, not more than 1.0 percent.
Free halogens, not more than 0.05 percent.
Permitted range of organically combined

bromine in pure dye, 20.0-23.0 percent.
Permitted range of organically combined

Iodine in pure dye, 32.0-36.0 percent.
Pure dye (as determined gravimetrically),

not less than 90.0 percent.

D&C OANGz No. 17
SPECIMATIONS

1- (2,4-Dinitrophenylazo) -2-naphthol.
Volatile matter (at 135' C.), not more than

5.0 percent.

Sulfated ash, not more than 1.0 percent.
Matter insoluble in toluene, not more than

1.5 percent.
2,4-Dinitroaniline, not more than 0.2 per-

cent.
beta-Naphthol, not more than 0.2 percent.
Pure dye (as determined by titration with

titanium trichlorlde), not less than 90.0 per-;
cent.

D&C BaowN No. I

SPECMCATIONS

Monosodium, salt of 4-p-sulfophenylazo-2-
(2,4-xylylazo) -1,3-resorcinol.

Volat!'e matter (at 135' C.), not more than
10.0 percent.

Water insoluble matter, not more than 1.0
percent.

Ether extracts, not more than 0.5 percent.
m-Xylidine, not more than 0.2 percent.
Chlorides and sulfates of sodium, not more

than 6.0 percent.
Mixed oxides, not more than 1.0 percent.
Pure dye (as determined by titration with

titanium trlchlorlde), not less than 82.0 per-
cent.

y D&C BL'UE No. 4

SPECMCATIONS

Dlammonlum silt of 4-{ [4-(N-othyl-p-
sulfobenzylamino) - phenyl] - (2 - sulfo-
niumphenyl) -methylene}- [1- (N-ethyl-N-p-
sulfobenzyl) -A--cyclohexadienimine ].

Volatile matter (at 135' C.), not more than
10.0 percent.

Water insoluble matter, not more than
1.0 percent.

Ether extracts, not more than 0.5 percent.
Chlorides and sulfates of ammonium, not

more than 5.0 percent.
Mixecd oxides, not more than 1.0 percent.
Pure dye (as determined by titration with

titanium trichlorlde), not less than 82.0-per-
cent.

D&C BLuE No. 5

SPECIFICATIONS

Monosodium salt of 1-methylhmlno-4-
(o-sulfo-p-toluino) -anthraquinone.

Volatile matter (at 135' C.), not more
than 10.0 percent.

Water insoluble matter, not more than 1.0
percent.

Ether extracts, not more than 0.5 percent.
Chlorides and sulfates of sodium, not more

than 8.0 percent.
Mixed oxides, not more than 1.0 percent.
Pure dye (as calculated from organically

combined nitrogen or sulphur), not less than
80.0 percent.

D&C BLuz No. 6

SPECIFICATIONS
Indigotin.
Volatile matter (at 135' C.), not more than

5.0 percent.
Sulfated ash, not more than 2.0 percent.
Matter, insoluble in dclhlorhydrin, not

more than 1.0 percent.
Ether extracts, not more than 0.5 percent.
Pure dye (as determined by titration with

titanium trIchlorlde) not less than 95.0 per-
cent.

D&C BLE No. 7

SPEcIF=CATIONS

Monosodium salt of 4-{ [4-(N-ethyl-benzyl-
amino) -phenyl]-(5 - hydroxy-4-sulfo-2-sul.
foniumphenyl) - methylene}-(N - ethyl - N-
benzyl-2W,-cyclohexadieninine).

Volatile matter (at 135' C.), not more-
than 10.0 percent.

Water insoluble matter not more than 1.0
percent.

Ether extracts, not more than 0.5 percent.
m-Nitro-benzaldehyde, not more than 0.2

percent.
Benzylethylaniline, not more than 0.2 per-

cent.
Chlorides and sulfates of s6dium, not more

than 8.0 percent.
Mixed oxides, not more than 1.0 percent.

Pure dye (as determined by titration with
titanium trIchlorlde), not less than 80.0 per-
cent.

D&C BLuE No. a
SPECIFICATIONS

Calcium salt of 4-{[4-(N-ethylbonzylami-
no) -,phenylI- (5-hydroxy-4-sulfo - 2 - sulfo-
niumphenyl) -methylene} - (N-ethyl-N-ben.
zyl-A2 .- cyclohexadienimine).

Volatile matter (at 136' a.), not more thnn
10.0 percent.

Water insoluble matter, not more than 1.0
percent.

Ether extracts, not more than 0.8 percent,
m-Nitro-benzaldehyde, not more than 0.2

percent.
Benzylethylaniline, not more than 0.2 per-

cent.
Chlorides and sulfates (as calcium salts),

not more than 8.0 percent.
Oxides of iron and aluminum, not more

than 1.0 percent.
Pure dye (as determined by titration with

titanium trichlorlde), not less than 80.0 per-
cent.

D&C BLUE No. 9
SPECIFIcATIONS

3,3-Dichloroindanthrene.
Volatile matter (at 1354 a.), not more than

1.0 percent.
Sulfated ash, not more than 1.0 percent.
2-Amino anthraquinono, not more than 0.!]

percent.
Matter extractable by alcoholic HOL, not

more than 1.0 percent,
Permitted range of organically combined

chlorine in pure dye, 13.0-14.8 percent.
Pure dye (as calculated from organically

combined nitrogen), not less than 07.0 per-
cent.

D&C BLAC= No. 1
SPECIFICATIONS

Disodium salt of 8-amino-7-p-nitrophen-
ylazo-2-phenylazo-l-naphthol.3,0- disulfonio
acid.

Volatile matter (at 135' C.), not more than
10.0 percent.

Water insoluble matter, not more than 1.0
percent.

Ether extracts, not more than 0.5 percent,
Aniline, not more than 0.2 percent,
p-Nltroaniline, not more than 0.2 percent,
Chlorides and sulfates of sodium, not more

than 10.0 percent.
Mixed oxides, not more than 1.0 percent.
Pure dye (as determined by titration with

titanium trichlorlde), not less than 82.0 per-
cent.

D&C VzoLnr No. 2
SPEIFCATIONS

l-Hydroxy-4-p-toluino-anthraquinon,
Volatile matter (at 135' C.) not more

than 2.0 percent.
Sulfated ash, not more than 1.0 percent,
Matter Insoluble in carbon tetrachlorilde,

not more than 1.5 percent.
p-Toluldine, not more than 0.2 percent.
Pure dye (as calculated from organically

combined nitrogen), not less than 00.0 per-
cent.

Melting point, not less than 185' C.
LAI=

Any lake, other than those listed in § 135.3,
made by extending on a substratum of alu-
mina, blanc flixe, gloss white, clay, titanium
dioxide, zinc oxide, talc, rosin, aluminum
benzoate, or any combination of two or more
of these, (1) one of the straight colors (ex-
cept lakes) listed in § 135.3 or bereinbeforo
listed in this paragraph, which color Is a salb
in which Is combined the basl radclelo
sodium, potassium, aluminum, barium,
calcium, strontium, or zirconium: or (2) a
salt prepared from one of the straight colors
(except lakes) listed b § 136.3, or heroin-
before listed in this paragraph, by com-
bining such color with the basic radicle so-
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dium. potasslum; aluminum, barium, cil-
cium, strontium, or zirconium.

EcIFICATIONS

Ether extracts, not more than 0.5 percent.
Soluble chlorides and sulfates (as sodium

salts), not more than 3.0 percent.
Intermediates, not more than 0.2 percent.

(b) Each lake made as prescribed
under the caption "Lakes" in paragraph
(a) of this section shall be considered to
be a straight color and to be listed therein
under the name which is formed as
follows:

(1) The listed name of the color from
which the lake is prepared, except
that if such name contains the symbol
"FD&C" such symbol shall be changed
to "D&C"-

(2) The name of the basic radicle
combined in such color; and

(3) The word "Lake."
(For example, the name of a lake pre-

pared by extending the color D&C Red
No. 9 upon a substratum is "D&C Red
No. 9-Banum Lake" and a lake pre-
pared by extending the aluminum salt
prepared from FD&C Green No. 1 upon
a substratum other than alumina is
'MI&C Green No. 1-Aluminum Lake".)

§ 9.5 List of straight colors and spec-
ifcations for ther certification for use
zn externally applied drugs and cos-
metics. (a) A batch of a straight color
listed in this section may be certified, in
accordance with the provisions of this
part, for use in externally applied drugs
and cosmetics, if such batch conforms to
the requirements of § 9.2 and to the
specifications set forth in this section for
such color.

EXT D&C YELLOW No. 1
SPECIFICATIONS

Monosodium salt of 4-m-sulfophenylazo-
diphenylaInine.

Volatile-matter (at 135' C.), not more than
10.0 percent.

Water insoluble matter, not more than
1.0 percent.

Chloroform soluble matter, not more than
05 percent.

Diphenylamine, not more than 0.2 percent.
Chlorides and sulfates of sodium, not more

than 7.0 percent.
Mixed oxides, not more than 1.0 percent.
Pure dye (as determined by titration 71th

titanium trichloride), not less than 85.0
percent.

ExT D&C YE.iow No. 2

SPEC3n7CATIONS

Calcium salt of 4-m-sulfophenylazo-di-
phenylamine.

Volatile matter (at 135 ° C.), not more
than 10.0 percent.

Chloroform soluble matter, not more than
0.5 percent.

Diphenylamine, not more than 0.2 percent.
Chlorides and sulfates (as calcium salts).

not more than 5.0 percent.
Oxides of iron and aluminum, not more

than 1.0 percent.
Pure dye (as determined by titration rith

titanium trichloride), not less than 85.0
percent.

ExT D&C YELow No. 3

SPECIFICATIONS

Monsodium salt of 5-hydroxy-3-methyl-
4-phenylazo-l-p-sulfophenyi-pyrazole.

Voldtile matter (at 135 ° C.), not more
than 10.0 percent.

FEDERAL REGISTER

Water incoluble matter, not more than 1.0
percent.

Ether extracts, not more than 0 percent.
Aniline, not more than 0.2 percent.
Chlorides and sulfatc: of sodium, not more

than 6.0 percent.
Mixed oxides, not more than 1.0 percent.
lure dye (as determined by titration with

titanium trichlorlde), not 1e.= than 82.0 per-
cent.

Er fD&O YLOV 11o. 4
SPEOIn cATI0 iO

Monosodium salt of 1-(4-chloro-o-sulfo-
phenyl) -5-hydroxy-3-methyl-4 - I - (p-tol-
ylsulfonoxy)-phenylazo]-pyrazole.

Volatile matter (at 1350 C.), not more
than 5.0 percent.

Water insoluble matter, not. more than 1.0
percent.

Ether extracts, not more than 043 percent.
p-Aminophenol, not more than 0.2 percent.
Chlorides and sulfate3 of sodium, not more

than 10.0 percent.
Mixed oxides, not more than 1.0 percent.
Pure dye (as determined by titration rith

titanium trlchloride), not le= than 85.0 per-
cent.

ExT D&O 7=iow No. 5

EM'CWICATION3

alpha - (o - Nitro - p - tolylazo) - acetoac-
etanide.

Volatile matter (at 1350 C.). not more
than 2.0 percent.

Sulfated ash. not more than 1.0 percent.
Matter insoluble In toluene, not more than

1.0 percent.
2-Nitro-p-toluldLne. not more than 0.2

percent.
Pure dye (as determined by titraton wi1th

titanium trlchlorlde), not less than 00.0 per-
cent.

Melting point, not les than 2Z0' C.

Exr DC YmTow 110. 6

s i'cn UIATIONS

Disodium salt of 5-(para-zulfo-phenyl-
azo)-zalicylo acid.

Volatile matter (at 135' 0.). not more
than 3.0 percent.

Water Insoluble matter, not more than 1.0
percent.

Ether extracts, not more than 0.3 percent.
Sulfanilc acid. not more than 0.2 percent.
Salicylic acid, not more than 0.2 percent.
Chlorides and sulfates of codium, not more

than 15.0 percent.
Mixed oxides, not more than 1.0 percent.
Pure dye (as determined by titration with

titanium trichlorlde), not les than E-2.0 per-
cent.

ExT D&C RED 1o. 1

S PICCATION3

Disodium salt of 8-acetamldo-2-p-acet-
amidophenyazo-1-naphthol - 3,G - dlsulfonlo
acid.

Volatile matter (at 135' C.), not more than
10.0 percent.

Water insoluble matter, not more thln 1.0
percent.

Ether extracts, not more than 0Z percent.
p-Amlno acetanild, not more than 02

percent.
Chlorides and sulfates of todium, not more

than 6.0 percent.
Mixed oxides, not more than 1.0 percent.
Pure dye (as determined by titraton with

titanium trichloride), not le than 62.0
percent.

ExT D& Rr No. 2

T rlsodium salt of 1-o-c6boxyphenylsao-2-
nnphthol-3,0 disulfonlc acid.

Volatile matter (at 135' 0.), not more than
10.0 percent.

Water inmzluble mattcr, not more than 1.0
percent.

Ether extracta, not more than 05 percent.
Chlorlde and sulfatea of sodium, not mare

than 5.0 percent.
Mixed oxides, not more than 1.0 percent
Pure dye (a3 determined by titration with

titanium trlchlorlde), not le than c12.0
percent.

"DerC Rim No. 3

DLodium salt of 9-o-carboxyphnyl-G-(4-
VUlfo - 0-tolulno) -3-o-tolylimlno -3- izo.an-
thene.

Volatile matter (at 135* C.), not more than
10.0 percent.

Water Insoluble matter, not more than 1.0
percent.

Ether extracts, not more than 0.5 percent.
0-Toluldine, not more than 0.2 percent.
Mixed OxIde-, not more than 1.0 percent.
Chloride3 and sulfates of sodium, not more

than 10.0 percent.
Pure dye (e3 determined by titration with

titanium trichloride), not less than 80.0
percent.

Er DC It= No. 4
SP2C'IcATIOi' s

12,15-Dlchloro-2,4,5,7-ttratiodo-3,6-fluor-
andiol.

Volatile matter (at 1350 C.), not more than
5.0 percent.

Insoluble matter (alkaline solution). not
more than 1.0 percent.

Lther extracto (from alkaline rolution), not
more than 0. percent.

&dium chloride, not more than 3.0
percent.

Mixcd ozidcs, not more than 1.0 percent.
ree halocens, not more than 0.02 percent.

Permtted range of organically combined
lidine In pure dye. .0-53.0 percent.

Permitted range of organically combined
chlorine In pure dye, 7.0-8.5 percent.

Pure dye (as determined gravimetrically),
not lezs than 90.0 percent.

EXO MIC Ri ITo. 5

S==CAToNS

Dodium salt of 9-(3.6 dtchloro-o-carboxy-
phenyl) -G-hydroxy-24.5,7-tetralod-3-izox-
anthone.

Volatile matter (at 1350 C.), not more then
10.0 percent.

Water insolublo matter, not more than 1.0
percent.

Ether extrmat, not more than 0.5 percent.
Chlorldsr- and sulfate3 of sodlum, not more

than 1.0 psrccmt.
Mixel oides, not more than 1.0 percent.
Pree solcen, not more than 0.02 percent.
Permitted ranoe of organically combined

Iodine in pure dy, 51.5-55.5 percent.
Permitted range of organically combined

chlorine in pure dye, 6.-8.3 percent.
Pure dye (as determined gravimetrically),

not lcs than 5.0 percent.

EST MD&C Rzo ITO.6
&SrAc4T~oN3

Dipota-lum salt of 9-(3,G-dichlor-c-ca
boxyphonyl)-8 - hydroxy-2.4.5, 7-tetralodo-3-
I-oxanthono.

Volatile matter (at 135* C.), not more than
10.0 percent.

Water insoluble mattcr, not more then 1.0
percent.

Ehr extrzcts, not more thn 0.5 percent.
Chlorides and sulfates of potasium, not

more than 5.0 percent.
?Mxed oxide, not more than 1.0 percent.
Free haleoens, not more than 0.02 percent.
Permitted rane of organically combined

Iodine in pure dye, 50.0-5A.0 percent.
Permitted rango of organically combined

chlorine In pure dye, 6.-8.0 percent.
Pure dye (a determined gravimetrlcally),

not lcss than C5.0 percent.
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EXT D&C REM No. 7

SPECIFICATIONS

Monosodium salt of 3,4-dihydroxy-2-an-
throqunonesulfonic acid.

Volatile matter (at 135' C.), not more than
10.0 percent.

Water insoluble matter, not more than
1.0 percent.

Chlorides and sulfates of sodium, not more
than 6:0 percent.

Mixed oxides, not more than 1.0 percent.
Free acid as HSO,, not more than 0.01

percent.
Pure dye (by spectrophotometric determi-

nation), not less than 82.0 percent.

EXT D&C RED No. 8

SPECIFICATIONS

Monosodium salt of 4-(2-hydroxy-l-naph-
thylazo) -1-naphthalenesulfonic acid.

Volatile matter (at 1350 C.), not more than
5.0 percent.

Water insoluble matter, not more than 1.0
percent.

Ether extracts, not more than 0.5 percent.
beta-Naphthol, not more than 0.2 percent.
Chlorides and sulfates of sodium, not more

than 5.0 percent.
Mixed oxides, not more than 1.0 percent.
Pure dye (as determined by titration with

titanium trichloride), not less than 90.0 per-
cent.

EXT D&C RED NO. 9

SPECICATIONS

Calcium salt of 2-(1-napthylazo) -1-naph-
thol-5-sulfonic acid.

Volatile matter (at 1350 C.), not more than
5.0 percent.

Ether extracts, not more than 0.5 percent.
alpha-Naphthylamine, not more than 0.2

percent.
Chlorides and sulfates (as calcium salts),

not more than 5.0 percent.
Oxides of iron and aluminum, not more

than L0 percent.
Pure dye (as determined by titration with

titanium trichloride), not less than 90.0 per-
cent.

EXT D&C RED No. 10

SPECIFICATIONS

Disodium salt of 2-(4-sulfo-1-naphthyl-
azo)-l-naphthol-4-sulfonte acid.

Volatile matter (at 1350 C.), not more than
10.0 percent.

Water insoluble matter, not more than 1.0
percent.

Ether extracts, not more than 0.5 percent.
Chlorides and sulfates of sodium, not more

than 5.0 percent.
,Mixed oxides, not more than 1.0 percent.
Pure dye (as determined by titration with

titanium trichlride), not less than 85.0 per-
cent.

EXT D&C RED No. 11

SPECIFICATIONS

Disodium salt of 8-acetamldo-2-phenylazo-
1-naphthol-3,6-disul onic acid.

Volatile matter (at 1350 C.), not more than
5.0 percent.

Water insoluble matter, not more than 1.0
percent.

Ether extracts, not more than 0.5 percent.
Aniline, not more than 0.2 percent.
Chlorides and sulfates of sodium, not

more than 10.0 percent.
Mixed oxides, not more than 1.0 percent.
Pure dye (as determined by titration with

titanium trichlorlde), not less than 82.0
percent.

EXT D&C Em No. 12

SPECIMCATIONS

Barium salt of 1-(3-sulfo-2-tolylazo)-2-
naphthol.

Volatile matter (at 135 ° C.), not more than
5.0 percent.

Ether extracts, not more than 0.5 percent.
beta-Naphthol, not more than 0.2 percent.
Chlorides and sulfates of sodium, not more

than 5.0 percent.
Oxides of Iron and aluminum, not more

than 1.0 percent.
Pure dye (as determined by titration with

titanium trlchloride), not less than 90.0 per-
cent.

EXT D&C RED No. 13

SPECIFICATIONS

Disodium salt of 1-p-phenylazo-phenylazo-
2-naphthol-6,8-dlsulfonlc acid.

Volatile matter (at 135 ° C.), not more than
10.0 percent.

Water insoluble matter, not more than 1.0
percent.

Ether extracts, not more than 0.5 percent.
Aniline, not more than 0.2 percent.
p-Aminoazobenzene, not more than 0.2

percent.
Chlorides and sulfates of sodium, not more

than 8.0 percent.
Mixed oxides, not more than 1.0 percent.
Pure dye (as determined by titration with

titanium trichloride), not less than 82.0 per-
cent.

EXT D&C RED No. 14

SPECIFICATIONS

1-Xylylazo-2-naphthol.
Volatile matter (at 100' C.), not more

than 0.5 percent.
Sulfated ash, not more than 0.3 percent.
Water-soluble matter, not more than 0.3

percent.
Matter insoluble in carbon tetrachloride,

not more than 0.5 percent.
Xylidene, not more than 0.1 percent.
P-Naphthol, not more than 0.05 percent.
m-Xylidine in xylidine obtained by reduc-

tion of the dye, not more than 30.0 percent.
Pure dye (as determined by titration with

titanium trichlorlde), not less than 97.0 per-
cent.

Boiling range of xylidine, obtained by re-
duction of the dye, 95 percent between 212 ° -

232' C.
ExT D&C BLUE NO. 1

SPECIIMCATIONS

3-Methochloride of 9-dimethylamino-3-
methylfmino-3-sophenothiazine.

Volatile matter (at 110' C.), not more than
16.0 percent.

Water insoluble matter, not more than 1.0
percent.

Ether extracts, not more than 0.5 percent.
Dimethyl aniline, not more than 0.2 per-

cent.
Chlorides and sulfates of sodium, not more

than 2.0 percent.
Mixed oxides, not more than 1.0 percent.
Pure dye (as determined by titration with

titanium trichlorlde), not less than 82.0 per-
cent.

EXT D&C BLvE No. 2

SPECIFICATIONS

Zinc chloride double salt of 3-methochlo-
ride of 9-dimethylamino-3-methylimino-3-
isophenothiazne.

Volatile matter (at 1100 C.),not more than
15.0 percent.

Water insoluble matter, not more than 1.0
percent.

Ether extracts, not more than 0.5 percent.
Dimethyl aniline, not more than 0.2 per-

cent.
Chlorides and sulfates of sodium, not more

than 2.0 percent.
Zinc chloride -(no a part of the dye), not

more than 1.0 percent.
Oxides of iron and aluminum, not more

than 1.0 percent. .
Pure dye (as determined by titration with

titanium trichlorlde) * not less than 82.0 per-
cent.

ExT D&C BLuE No. 3

SPECIFICATIONS

Monosodium salt of 4-{ [4- (N-ethyl-benzyl-
amino) - phenyl] - [p - sulfo-o-sulfonium-
phenyll-methylenoe-(N-othyl-N-bonyl-A, -
cyclohexadientmine).

Volatile matter (at 135 ° C.), not more than
10.o percent.

Water Insoluble matter, not more than 1.0
percent.

Ether extracts, not more than 0.5 percent.
Benzylethylaniline, not more than 0.2 per-

cent.
Chlorides and sulfates of sodium, not more

than 8.0 percent.
Mixed oxides, not more than 1.0 percent.
Pure dye (as determined by titration with

titanium trIchlorido), not less than 80.0 per-
cent.

ExT D&C BLUE No. 4

SPECIFICATIONS

Dlsodium salt of 4,8-diamino-I.6-dlhy-
droxy-2,-anthraquinono disulfonio acid.

Volatile matter (at 135 ° C.), not more than
10.0 percent.

Water Insoluble matter, not more than 1.0
percent.

Ether extracts, not more than 0.6 percent,
Chlorides and sulfates of sodium, not moro

than 10.0 percent.
Mixed oxides, not more than 1.0 percent.
'Pure dye (as calculated ;from organically

combined sulfur or nitrogen), not less than
80.0 percent.

ExT D&C BLvz No. 6
SPECIFIdATIONS

1.4-Bis (amylamino) -anthraqulnono.
Volatile matter (at 1000 C.), not more than

2.0 percent.
Insoluble matter in carbon tetrachloride,

not more than 1.0 percent.
Sulfated ash, not more than 0,5 percent,
Amylamine, not more than 0.2 percent,
Pure dye (as determined by titration with

titanium trichlorlde), not less than 90.0 per-
cent.

ExT D&O BLAOE No. 1
SPECIFICATIONS

Dlsodlum salt of 8-anilino-5-[4-(5-sulfo-
1-naphthylazo)-l-naphthylazol -1-naphtha.
lenesulfonic acid.

Volatile matter (at 1350 C.), not more than
10.0 percent.

Water insoluble matter, not more than 1.0
percent.

Ether extracts, not more than 0.5 percent.
alpha-Naphthylamine, not more than 0.2

percent.
5 - (4 -Amino - i -naphthylazo) -1-naphtha-

lene sulfonic acid, not more than 2.0 percent,
Chlorides and sulfates of sodium, not more

than 10.0 percent.
Mixed oxides, not more than 1.0 percent.
Pure dye (as determined by titration with

titanium trIchlorlde), not less than 80. per-
cent.

EXT D&C GaszN No. 1

SPECIFICATIONS

Ferric salt of 0-sodiumsulfo-l-isonitrozo-
1,2-naphthoquinone.

Volatile matter (at 135 ° 0.), not more than
10.0 percent.

Ether extracts, not more than 0.5 percent
Water insoluble matter, not more than 1.0

percent.
Chlorides and sulfates of sodium, not more

than 5.0 percent,
Pure dye (as determined by titration with

titanium trlcblorlde), not less than 85.0 per-
cent.

EXT D&0 VXoL T No. I
SPECIFICATIONS

Disodlum salt of 1.5-bls(o-sulfo-p-tol-
uino) -anthraquinone.
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Volatile matter (at 1350 C.), not more than
10.0 percent.

Water insoluble matter, not more than 1.0
percent.

Ether extracts, not more than 0.5 percent.
p-Toluldine, not more than 0.2 percent.
Chlorides and sulfates of sodium, not

more than 8.0 percent.
Mixed oxides, not more than 1.0 percent.
Pure dye (as determined by titration wvith

titanium trichloride), not less than 80.0 per-
cent.

Exr D&C VzoLar No. 2
SPEC ICATIONS

-Monosodium salt of 1-hydroxy-4-(O-sulfo-
p-toluino) -anthraquinone.

_Volatile matter (at 1350 C.), not more than
10.0 percent.

Water insoluble matter, not more than 1.0
percent.

Ether extracts, not more than 0.5 percent.
p-Toluidine, not more than 0.2 percent.
Chlorides and sulfates of sodium, not more

than 8.0 percent.
Mixed oxides, not more than 1.0 percent.
Pure dye (as determined by titration with

titanium trichloride), not less than 80.0 per-
cent.

ExT D&O O&u.G No. 1

sPEc WIcATIONs

alpha- (o-Nitro-p-anisylazo) -o-aceto-aceto-
toluide.

Volatile matter (at 1350 C.), not more than
2.0 percent.

Sulfated ash, not more than 1.0 percent.
Matter insoluble In toluene, not more than

1.0 percent.
2-Nitro-p-anisidine, not more than 0.2 per-

cent.
Pure dye (as determined by titration with

titanium triohloride), not less than 96.0 per-
cent.

Melting point, not less than 2100 C.

EXr D&C ORANGE No. 2
SPECIFICATIONS

4,5-Dinitro-3,6-fluorandiol.
Volatile matter (at 1000 C.), not more than

5.0 percent.
Ether extracts (alkaline solution), not

more than 0.5 percent.
Sulfated ash, not more than 1.0 percent.
Insoluble matter (alkaline solution), not

more than 1.0 percent.
Range of organically combined nitrogen

in pure dye, 6.45 to 6.80 percent.
Pure dye (as determined gravimetrIcally),

not less than 92.0 percent.

ET D&C OsNGE- NO. 3

MSECIFICATIONS

Monosodium salt of 4-p-sulfophenylazo-1-
naphthol.

Volatile- matter (at 1350 C.), not more
than 10.0 percent.

Water-insoluble matter, not more than 0.3
percent.

Ether extracts, not more than 0.2 percent.
a-Naphthol, not more than 0.1 percent.
Chlorides and sulfates of sodium, not

more than 4.0 percent.
Mixed oxides, not more than 1.0 percent.
Orange II, not more than 5.0 percent.
Pure dye (as determined by titration with

titanium trichlorlde), not less than 85.0
percent.

EX D&C ORANos No. 4

SPECIFICATIONS

I-o-Tolylazo-2-naphthol.
Volatile matter (at 1000 C.), not more than

0.5 percent.
Sulfated ash, not more than 0.3 percent.
Water-soluble matter, not more than 0.3

percent.
Matter insoluble in carbon tetrachlorlde,

not more than 0.5 percent.
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o-Toluldine, not more than 0.03 rerccnt.
P-Naphthol, not more than 0.05 pcrnct.
Pure dye (as determined by titration with

titanium trichloride), not lc:- than 3,0 per-
cent.

Melting point, not Ic= than 123.00 0.

Any lake made by extending on a cub-
stratum of alumina, blanc fixe, glc:- white,
clay, titanium dioxide, zinc oxide, talc. ro3in.
aluminum benzoate, or on any combination
of two or more of the:e (1) one of the
straight colors herenbefore lited in thls
paragraph. which color Is a alt In which
is combined the basic radicle redium. potas-
slum, barium, or calcium; or (2) a "t pre-
pared from one of the atraight colora here-
Inbefore listed in this paragraph by combin-
ing such color with the basic radicle ccdlum,
potassium, aluminum, barium, calcium,
strontium, or zirconium.

S PECIICATIONS

Ether extracts, not more than 0.5 prcuent.
Soluble chlorides and culfatcz (as ceium

salts), not moro than 3.0 percent.
Intermediates, not more than 02 percent.

(b) Each lake made as prescribed un-
der the caption "Lakes" in paragraph
(a) of this section shall be considered to
be a straight color and to be listed there-
in under the name which is formed as
follows:

(1) The listed name of the color from
which the lake Is prepared;

(2 The name of the basic radicle
combined In such color; and

(3) The word "Lake."
(For example, the name of a lake pre-

pared by extending the color Fxt D&C
Yellow No. 2 upon a substratum is "Ext
D&C Yellow No. 2-Calcium Liae," and
a lake prepared by extending thebarlum
salt prepared from Ext D&C Red No. 2
upon the substratum Is "Ext D&C Red
No. 2-Barium Lake.")

§ 9.6 Mixtures which may be certi-
fied. (a) A batch of a mixture which
contains no straight color listed in C 94
or § 9.5 may be certified in accordance
with the provisions of the regulations in
this part, for use in food (subject to the
restrictions prescribed In paragraph (d)
of this section) drugs, and cometics, if:

(1) Each coal-tar color used as an In-
gredient in mixing such batch is from a
previously certified batch and such color
has not changed in composition In any
manner whatever since such previous
certification, except by mixing Into such
batch of mixture;

(2) Each diluent In such batch of
mixture is harmless and suitable for ue
therein; and

(3) No diluent (except resins, natural
gum, pectin and, in the case of mixtures
which are aqueous solutions or aqueou3
pastes, sodium benzoate in a quantity of
not more than ,o of 1 percent) in such
mixture Is a non-nutritive substance,
unless such mixture is for external appli-
cation to shell eggs. or for use in coloring
a food specified in the requests for cer-
tification of such batch submitted In
accordance with % § 9.8 (c), and such
diluent, in the usual process of manu-
facturing such food, is removed and does
not become a component of such food.

(b) A batch of a mixture which con-
tains no straight color listed in § 9.5,
or which contains a diluent not per-
mitted by paragraph (a) (3) of this sce-
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tion, may be certified In accordance with
the provizios of this part, for use only
in drugs and cosmetics, if:

(1) Each coal-tar color used as an
Ingredient In mixing such batch is from
a previously certified batch and such
color has not changed in composition in
any manner whatever since such previ-
ous certification, except by mixing into
such batch of mixture.

(2) Each diluent in such batch of
mixture Is harmless and suitable for use
therein.

(c) A batch of a mixture which con-
tains a straight color listed m §9.
may be certified In accordance with the
provisions of this part, for use only in
externally applied drugs and cosmetics,
If:

(1) Each coal-tar color used as.an in-
gredient In rixing such batch Is from
a previously certified batch and such
color has not changed In composition m
any manner whatever since such previ-
ous certification, except by m3ing into
such batch of mixture; and

(2) Each diluent In such batch of
mixture is harmless and suitable for use
therein.

(d) No mixture which contains a lake
listed in r; 9.3 shall be certified for any
use In food except external application
to shell eggs.

§ 9.7 Sampling, storage, and 17acT:-
aging. (a) A sample of a coal-tar color
which is to accompany a request for
certification submitted in accordance
with § 9.3 shall be taken from the
batch covered by such request only after
such batch has been so thoroughly mixed
as to be of uniform composition
throughout. Immediately after such
sample Is taken It shall be closed in a
package of such kind as to prevent
change in the composition of such sam-
ple. Such package shall be labeled to
show consp cuously the name and post
ofilce address of the person submitting
such request, the name of such color,
and the batch number and quantity of
such batch.

(b) Immediately after such sample is
taken such batch shall be stored in con-
tadners of such kind as to prevent
change in the composition of such color,
or closed in packages for shipment or
delivery, and so held until such batch is
certified or certification thereof is re-
fused. If such batch Is certified and at
the time of certification such batch or
any part thereof Is so stored such stor-
age shall be maintained until such batch
or part Is:

(1) Cloz:d in cuch packages.
(2) Used by the person who obtained

such certification as an ingredient In a
batch of a mixture on which such per-
son submits a request for certification in
accordace with § 9.8, or

(3) Used by such person in coloring
a food. drug, or cosmetic, in accordance
with the use for which such batch was
certified.

(c) The package in which a coal-tar
color Is closed for shipment or delivery
shall be of such kind as to prevent
change in the composition of such color,
and shall be so closed or sealed that
such package cannot be opened without
destroying such package or seal.
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(d) For thr purposes of this part an
unavoidable change in the moisture
content of a coal-tar color caused by
ordinary and customary exposure -that
occurs in good storage packing, and dis-
tribution practice, shall not be consid-
ered to be a change in the- composition
of such color.

§ 9.8 Requests for certification. (a)
A request for certification of a batch
of a coal-tar color shall be addressed to
the Food and Drug Administration, De-
partment of Health, Education and Wel-
fare, Washington 25, D. C. A request
from a foreign manufacturer shall be
signed by such manufacturer and by an
agent of such manufacturer who resides
in the United States.

(b) Except in the case of a request
submitted under paragraph (d) of this
section, a person who requests the cer-
tification of a batch of a straight color
shall submit as part of his request state-
ments showing:

(1) Whether or not he manufactured
such batch, and if he did not, the name
and post office address of the manufac-
turer thereof;

(2) The name of such color, as listed
in § 9.3, § 9.4, or § 9.5, and the batch
number and quantity of such batch;

(3) In the case of a lake, the process
whereby such lake is made, including the
name or names of the substrata present
and the quantity thereof used for such
batch.
Such request shall be accompanied by
a -pound sample taken from such
batch and accurately representative
thereof, and by payment of the fee pre-
scribed by § 9.15 (a) (1) Such per-
son shall submit such additional infor-
mation and samples as the Food and
Drug Administration may require for the
purpose of determining whether or not
such batch complies with. the require-
ments laid down by § 9.9 (a) for the
issuance of a certificate.

(c) Except in the case of a request
submitted under paragraph (d) of this
section, a person who requests certifica-
tion of a batch of a mixture shall sub-
mit as part of his request statements:

(1) To the effect that he mixed such
batch;

(2) Showing the name of such mix-
ture, and the batch number and quantity
of such batch;

(3) Showing the lot number of each
coal-tar color used as an ingredient in
mixing such batch, the quantity of such
color so used, and that such color has not
changed in composition in any manner
whatever since certification, except by
mixing into such batch;

(4) Showing the name, quality, and
quantity of each diluent used as an in-
gredient in mixing such batch;

(5) In case such mixture contains a
diluent permitted by § 9.6 (a) (3) only
because such mixture is for use in color-
ing shell eggs or such diluent does not
become a component of a food colored
by such mixture, specifying the name of
the food for which such mixture is used;

(6) Describing fully the process of
mixing, with special reference to the
precautions taken to render such batch
uniform in composition.
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Such request shall be accompanied by
a Ya-pound sample (or If the mixture
contains 2 percent or less of pure dye, a

-pound sample) taken from such
m1xed batch and accurately representa-
tive thereof, and by payment of the fee
prescribed by § 9.15 (a) (2) Such
person shall submit such additional In-
formation and samples as the Food and
Drug Administration may require for the
purpose of determining whether or not
such mixed batch complies with the re-
quirements laid down by § 9.9 (a) for
the issuance of a certificate.

(d) A person who requests the certifi-
cation of a batch made by repacking, a
coal-tar color from a batch previously
certified under this part, shall submit as
part of his request statements:

(1) To the effect that, he made the
batch on which he requests certification
by repacking such color, and that such
color has not changed in composition in
any manner whatever since such previ-
ous certification; and

(2)" Showing the lot number of such
previously certified batch, the name of
such repacked color, and the batch num-
ber and quantity- of such repacked batch.
Such request shall be accompanied by a

-pound sample taken from such re-
packed '2atch and accurately representa-
tive thereof, and by payment of the fee
prescribed by § 9.15 (a) (2) Such per-
son shall submit such additional in-
formation and samples as the Food and
Drug Administration may require for the
purpose of determining whether or not
such repacked batch complies with the
requirements of § 9.9 (a) for the issu-
ance of a certificate.

§ 9.9 Certification. (a) If the Food
and Drug Admimistration determines,
after such investigation as it considers
to be necessary, that:

(1) A request submitted In accordance
with § 9.8 appears to contain no un-
true statement of a material fact;

(2) In the case of a straight color,
such color conforms to the specifications
set forth therefor in § 9.2, 9.3, 9.4, and
9.5,

(3) In the case of a mixture contain-
ing a diluent, such diluent is' harmless
and suitable for use therein; and

(4) The batch covered by such request
otherwise appears to comply with this
part, the Food ancl 6Drug Administration
shall issue to the person who submitted
such request a certificate showing the lot
number assigned to such batch and that
such batch, subject to the terms, condi-
tions, and restrictions prescribed by
§ 9.10, is a certified batch for use in
food, drugs, and cosmetics, or for use
only in drugs and cosmetics, or for use
only in externally applied drugs and cos-
metics, as the case may be.

(b) If the Food and Drug Administra-
tion determines, after such investigation
as it considers to b5e necessary, that a re-
quest submitted in accordance with
§ 9.8, or the batch -of coal-tar color
covered by such request, does not com-
ply with the requirements laid down by
paragraph (a) of this section for the
issuance of a certificate, the Food and.
Drug Adminstration shall refuse to cer-
-tify such batch and shall give notice
thereof to the person who submitted

such request, stating its reasons for
refusal.

§ 9.10 Limitations of certificates. (a)
If a certificate is obtained through
fraud or misrepresentation of a material
fact, such certificate shall not be effec-
tive, and coal-tar color from the batch
on which such certificate was issued
shall be considered to be from a batch
that has not been certified In accordance
with this part.

(b) If, between the time a sample of
coal-tar color accompanying a request
for certification is taken and the time a
certificate covering the batch of such
color is received by the person to whom
it Is Issued, any such color becomes
changed in composition In any manner
whatever, such certificates shall not be
effective with respect to such changed
color, and such changed color shall be
considered to be from a batch that has
not been certified in accordance with
this part.

(e) If, at any time after a certificate
Is received by the person to whom It is
Issued, any colbr from the batch cov-
ered by such certificate becomes changed
in composition in any manner whatever,
such certificate shall expire with respect
to such changed color. After such eX-
piratlon such color shall be considered
to be from a batch that has not been
certified In accordance with this part,
except that such color shall not be so
considered for the purpose of certifying
a batch of a mixture In which such color
was used as an Ingredient, If such change
resulted solely from such Use.

(d) A certificate shall expire with re-
spect to any coal-tar color covered
thereby if the package In which such
color was closed for shipment or delivery
is opened, unless opened solely for re-
packing by the person to whom such
certificate was Issued. After such ex-
piration such color shall be considered
to be from a batch that has not been
certified In accordance with this part:
except that such color shall not be so
considered:

(1) When such color Is used, subject
to the restrictions prescribed by para-
graphs (f) (g) and (h) of this section,
in coloring a food, drug, or cosmetic;

(2) For the purpose of certifying a
batch made by repacking such color; or

(3) For the purpose of certifying a
batch of a mixture in which such color
Is used as an ingredient.

(e) A certificate shall not be effective
with respect to a package of coal-tar
color, and such color shall be considered
to be from a batch that has not been
certified In accordance with this part,
If such package Is shipped or delivered
under a label which does not bear all
words, statements, and other informa-
tion required by § 9.11 to appear thereon.

(f) If a mixture from a batch con-
taining a diluent permitted by § 9.0 (a)
(3) only because such diluent does not
become a component of a food colored
by such mixture Is used In coloring an-
other food, such mixture so used shall
be considered to be from a batch that
has not been certified In accordance with
this part.

(g) If coal-tar color from a batch
which was certified for use In drugs and
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cosmetics only is used in coloring a food;
such color so used shall be considered
to be from a batch that has not been
certified in accordance with this part.

(h) If a coal-tar color from a batch
which was certified for use only in ex-
ternally applied drugs and cosmetics is
used an food or an other drugs or other
cosmetics, such color so used shall be
considered to be from a batch that has
not been certified an accordance with
this part.

(i) If a coal-tar color from a batch
containing any lake listed an § 9.3 is ui.ed
an coloring any food except shell eggs,
such color so used shall be considered to
be from a batch that has not been cer-
tified an accordance with the regulations
an this part.

§ 9.11 Labeling. (a) The label on
each package of coal-tar color from a
batch that has been certified in accord-
ance with this part shall bear, in addl-
tion to other words, statements, and an-
formation required by or under authority
of the act to appear on such label:

(1) The name of such color;
(2) The lot number of such batch

unless, in the case of any mixture for
household use which contains not more
than 15 percent of pure dye and which,
if it is liquid, is an packages containing
not more than 2 find ounces, or, if It Is
solid, semisolid, or viscous, is an packages
containing not more than 2 avoirdupois
ounces, such lot number appears on the
labeling or on each invoice accompany-
ng shipments or deliveries of such mix-

ture, or unless an the case of such mix-
ture there appears on the label, a code
number which the manufacturer has
identified with the lot number by giving
to the Food and Drug Administration
written notice that such code number
will be used in lieu of the lot number;

(3) The percentage of pure dye in such
color as provided an paragraph (b) of
this section; and,

(4) In case such batch was certified
for use only an drugs and cosmetics, the
statement "Not for use in coloring food"'
or in case such bafch was certified for
use only an externally applied drugs and
cosmetics, the statement "Not for use in
coloring food, or in coloring any drug or
cosmetic used internally or on the lips
or any mucous membrane", or in case
such batch is a mixture containing a
diluent permitted by § 9.6 (9,) (3) only
because such diluent does not become a
component of a food colored by such
mixture, the statement "Not for use in
coloring any food except -of
(the blank to be filled an by the name of
such food) or n case such batch con-
tans any lake listed an § 9.3 or any
diluent permitted by § 9.6 (a) (3) only
because such batch is for use in coloring
shell eggs, the statement "Not for use in
coloring any food except shell eggs."
(b) The statement of the percentage

of pure dye in a coal-tar color shall
express:

(1) The percentage of pure dye shown
In the certificate covering such color; or

(2) The ininmum percentage by
weight of pure dye in such color.
'Where the statement expresses the mini-
mum percentage, no variation below
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the stated minimum shall be permitted,
and variations above shall not be unrea-
sonably large.

(c) The name by which a straight
color is designated on its label shall be
the name by which such color Is listed
an § 9.3, § 9.4, or § 9.5.

(d) No batch of a mixture rhal be
certified under this part If:

(1) The name of such mixture is fake
or misleading in any particular; or

(2) The name of such mi:ture Is the
same as or simulaes the name of a pre-
viously certified batch of a mis:ture con-
taming a different substance, or a dif-
ferent percent.nge of a pure dye; but this
provision shall not apply if:

(I) The person who requests ccrtifl-
cation of such batch is the owner of such
name and has given 3 months' written
notice to the Food and Drug Administra-
tion specifying the change to bo made in
the composition of such mixture; or

(ii) Such change results from removal
of a color from the listings in .§T§ 135.3,
135.4, and 135.5.

§ 9.12 Records of distributfon. (a)
The person to whom a certificate is is-
sued shall keep complete records show-
ing the disposal of all the coal-tar color
from the batch covered by such certifi-
cate. Upon the request of any oMcer or
employee of the Food and Drug Admin-
istration, or of any other officer or em-
ployee of the United States acting on
behalf of the Secretary of Health, Edu-
cation, and Welfare. such Mrscon, at all
reasonable hours until at least 1 year
after disposal of all such color, shall
make such records available to any such
officer or employee, and shall accord to
such officer or employee full opportunity
to make inventory of stocl:s of such color
on hand and otherwLse to check the cor-
rectness of such records.

(b) The records required to be kept
by paragraph (a) of this sction shall
show'

(1) Each quantity used by such per-
son from such batch and the date and
kind of such use;

(2) The date and quantity of each
shipment or delivery from such batch,
and the name and post office addrezs of
the person to whom such shipment or de-
livery was made.

§ 9.13 Authority to refuze cerifflca-
tion service. When It appears to the
Secretary of Health, Education, and
Welfare that a person has:

(a) Obtained a certificate through
fraud or misrepresentation of a mate-
rial fact;

(b) Falsified the records required to
be kept by § 9.12; or

(c) Failed to keep such records, or to
make them available, or to accord full
opportunity to make inventory of stocls
on hand or otherwise to check the cor-
rectness of such records, as required by
such section,
the Secretary may immediately suspend
service to such person under this part,
and may continue such suspension un-
less and until such pemon shows ade-
quate cause why such suspension chould
be terminated,

§ 9.14 Procedure for admitting colors
to listing. (a) An application for the
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admiion of a coal-tar color to listing in
r 9.3, § 9.4, or r 9.5 shall h accompa-
nicd by'

(1) Pall rencrts of Invesfgatfons
which are adequate to show whether or
not -uch color Is harmles and suitable
for uce in food, drugs, and co=fcs, or
in drugs and cosmetics, or in extern a y
applied drugs and cozmetics, as the case
may be;
(2) A full statsment of the percent-

ages and compositions of the pure dye
and all intarmediates and other Impui-
ties contained In such color;

(3) A full statement showing the Iden-
tity, purity, and quantity or proportion
of each intermediate and other article
used as a componnt of such color, and
all steps in the pro-ess uzed for tha man-
ufacture of such color;

(4) A full descrlption of practical and
accurate methods of analif- for the
quantitative detarmination of the pure
dye and of al intermediates and other
impurities contained in such color;

(5) A full description of practical and
accurate methods for the Identification
of such dye in food, drugs, and cosmetics
colored therewith, or in drugs and cos-
metcs colored therewith;
(G) A 5-round sample of such color

(unlezs the Food and Drug Administra-
tion authorizes or requires submission
of other quantity suitable to the need
for Invest!gation) tak-en from a batch
produced under practical manufacturing
conditionz, and accurately reprezenta-
tive of such batch; and
(7) The advance deposit prescribed

by § 9.15 (b) (2).
(b) If the Secretary determines, after

such invest igation as he consideras to be
necezary, that:

(1) Such color Is harmless and suit-
able for u:e in foods, drugs, and cosmet-
ic3, or in dru,7s and co-metics, or in
externally applied drugs and cosmetics;

(2) Practical and accurate methods
of analysis exists for the quantitative da-
termination of the pure dye and all
intermediates and other Impuriti.s con-
tained in such color; and

(3) Practical and accurate methds
enlst for the identification of such dye
in food, drugs, and cosmetics colored
therewith, or in drugs and cosmetics
colored therewith, the Secretary, for
the purpoze of listing such color in
§ 9.3. C 0.4, or n 9.5. shall proceed with
a propaos d amendment to this part
as prezeribed by section 701 (e) of the
act.

(c) If the Secretary, after such in-
vestigation as he consider to be neces-
sary, determines that such color does not
comply v,ith the requirements laid down
by paragraph (b ) of this section with re-
spect to procedure for the purpose of
listing such color In § 9.3, § 9.4, or § 9.5,
the Secretary shall give notice thereof
to the applicant, stating the respects in
which such color does not so comply.

, 9.15 Fees. (a) (1) The fee for the
erv icez provided by the re--ulations

in this pert, in the case of each request
for certification submitted In accordance
with , 9.8 (b), shall be 10 cnts per
pound of the batch covered by =h re-
quest; but no such fee shall be le than
$75.00.
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(2) The fees for the services provided
under the regulations in this part in the
case of each request for certification sub-
mitted in accordance with § 9.8 (c) or
(d) shall be:
Welght of batch: Fee

10 pounds or less.- $6.00.
Over 100 pounds $6.00, plus 4 cents for

but nob over 500 each pound in ex-
pounds. cess of 100 pounds.

Over 600 pounds... $22.00, plus 2 cent
for each pound In
excess of, a00
pounds.

(b) (1) The fee for the service pro-
vided by this part, in the case of each
application for the admission of a7 coal-
tar color in listing in § 9.3, § 9.4, or § 9.5,
shall be the cost incurred by the De-
partment in making the investigations
contemplated by § 9.14 (b) and (c)

(2) Such application shall be accom-
panied by an advance deposit of $500 to
cover such fee, and thereafter advance
deposits of the same amount (unless the
Food and Drug Administration author-
izes deposit in other amount) shall be
made whenever necessary to prevent ar-
rears in the payment of such fee. Any
excess advance deposit so made shall be
returned to the applicant after the close
of such investigation;

(c) All deposits and fees required
by this section shall be paid by money
order, bank draft, or certified check,
drawn to the order of the Treasurer of
the United States, collectible at par at
Washington, D. C. All such deposits and
fees shall be forwarded to the Food and
Drug Admiistration, Department of.
Health, Education, and Welfare, Wash-
Ington 25, D. C., whereupon after mak-
ing appropriate records thereof they will
be transmitted to the Chief Disbursing
Officer, Division of Disbursement, Treas-
ury Department, for deposit to the
special account "Certification and In-
spection Services, Food and Drug
Admini tration."

(d) Whenever in the judgment of the
Commissioner the ratio between fees col-
lected (which are based upon experience
and the best estimate of costs and the
best estimate of earnings) and the costs
of providing the service during an
elapsed period of time, in the light of all
circumstances and contingencies, war-
rants a refund from the fund collected
during such period, he shall make rata-
ble refunds to those persons to whom
the services were rendered and charged,
except that no refund shall be made
where the computed ratable amount for
the elapsed period Is less than $5.00.

Subchapter B-Food and Food Products

PART 10--GENERAL REGULATIONS RELATING
To DEFINITIONS AND STANDARDS FOR
FOOD

See.
10.1 General regulation.
10.2 General methods for water capacity

and fill of containers.
10.3 General statements of substandard

quality and substandard fll of con-
tainer.

A'rioarrr: Hi 10.1 to 10.3, issued under
rec. 701 (a), 52 Stat. 1055; 21 U. S. C. 371 (a).

§ 10.1 General regulation. (a) The
definitions and interpretations of terms

contained in section 201 of the act shall
be applicable also to such terms when
used in regulations promulgated under
the act.

(b) If a regulation prescribing a defi-
nition and standard of identity for a food
has been promulgated under section 401
of the act and the name therein specified
for the food is used in any other regula-
tion under section 401 or any other pro-
vision of the act, such name means the
food which conforms to such deflnition
and standard, except as otherwise speeif-
ically provided in such other regulation.

(c) No provision of any regulation
prescribing a definition and standard of
identity or standard of quality or fill of
container under section 401 of the act
shall be construed as in any way affect-

=ng the concurrent applicability of the
general provisions of the act and the
regulations thereunder relating to adul-
teration and misbranding. For exam-
ple, all regulations under section 401
contemplate that the food and all arti-
cles used as components or ingredients
thereof shall not be poisonous or dele-
tenous and shall be clean, sound, and
fit for food. A provision in such regula-
tions for the use of coloring or flavoring
does not authorize such use under cir-
cumstances or in a manner whereby
damage or inferiority is concealed or
whereby the food is made to appear
better or of greater value than it is.

§ 10.2 General methods for water ca-
pacity and fill of containers. For the
purposes of regulations promulgated
under section 401 of the act:

(a) The term "general method for
water capacity of containers" means the
following method:

(1) In the case of a. container with lid
attached by double seam, cut out the lid
without remQvmg or altering the height
of the double seam.

(2) Wash, dry, and weigh the empty
container.

(3) Fill the container with distilled
water at 680 Fahrenheit to %6 inch verti-
cal distance below the top level of the
container, and weigh the container thus
filled.

(4) Subtract the weight found in sub-
paragraph (2) from the weight found in
subparagraph (3) of this paragraph.
The difference shall be considered to be
the weight of water required to fill the
container.
In the case of a container with lid at-
tached otherwise than by double seam,
remove the lid and proceed as directed in
subparagraphs (2)-(4) of this para-
graph (except that under subparagraph
(3) fill the container to the level of the
top thereof.

(b) The term "general method for fill
of containers" m e a n s the following
method:

(1) In the case of a container with
lid attached by double seam, cut out the
lid without removing or altering the
height of the double sean.

(2) Measure the vertical distance from
the top level of the container to the top
level of the food.

(3) Remove the food from the con-
tainer- wash, dry, and weigh the con-
tamer.

(4) Fill the container with water to
2I inch vertical distance below the top
level of the container. Record the tom-
perature of the water, weigh the con-
tainer thus filled, and determine the
weight of the water by substracting the
weight of the container found in sub-
paragraph (3) of this paragraph.

(5) Maintaining the water at the tem-
perature recorded in subparagraph (4)
of this paragraph, draw off water from
the container as filled in subparagraph
(4) to the level of the food found in sub-
paragraph (2), weigh the container with
remaining water, and determine the
weight of the remaining water by sub-
tracting the weight of the container
found in subparagraph (3) of this para-
graph.

(6) Divide the weight of water found
In subparagraph (5) by the weight of
water found In subparagraph (4), and
multiply by 100. The result shall be
considered to be the percent of the total
capacity of the container occupied by
the food.
In the case of a container with lid at'
taohdd otherwise than by double seam,
remove the lid and proceed as directed
in subparagraphs (2)-(6) of this para-
graph, except that under subparagraph
(4) fill the container to the level of the
top thereof.

§ 10.3 General statements of sub-
standard quality and substandard fll of
container For the purposes of regula-
tions promulgated under section 401 of
the act:

(a) The term "general statement of
substandard quality" means the state-
ment "Below Standard In QUality Good
Food-Not High Grade" printed In two
lines of Cheltenham bold condensed caps,
The words "Below Standard in Quality"
constitute the first line, and the second
immediately follows. If the quantity of
the contents of the container Is less than
1 pound, the type of the first line Is 12-
point, and of the second, 8-point. Xf
such quantity is 1 pound or more, the
type of the first line is 14-point, and of
the second, 10-point. Such statement Is
enclosed within lines, not less than 6'
points in width, forming a rectangle.
Such statement, with enclosing lines, Is
on a strongly contrasting, uniform back-
ground, and is so placed as to be easily
seen when the name of the food or any
pictorial representation thereof is
viewed, wherever such name or repre-
sentation appears so conspicuously as to
be easily seen under customary condi-
tions of purchase.

(b) The term "general statement of
substandard fill" means the statement
"Below Standard In Fill" printed In
Cheltenham bold condensed caps. If
the quantity of the contents of the con-
tainer Is less than 1 pound, the state-
ment Is in 12-point type; If such quantity
Is 1 pound or more, the statement s In
14-point type. Such statement Is en-
closed within lines, not less than 6 points
in width, forming a rectangle; but if the
statement specified in paragraph (a) of
this section is also used, both statements
(one following the other) may be en-
closed within the same rectangle, Such
statement or statements, with enclosing
lines, are on a strongly contrasting, uni-
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form background, and are so placed as
to be easily seen when the name of the
food or any pictorial representation
thereof is viewed, wherever such name or
representation appears so conspicuously
as to be easily seen under customary
conditions of purchase.

PART

See.

14--CACAO PRODUCTS; DEMIrIONS
AND STA19ARDS OF IDENTITY
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14.1 Cacao nibs, cocoa nibs, cracked cocoa;
Identity; label statement of option-
al ingredients.

14.2 Chocolate liquor, chocolate, baking
chocolate, bitter chocolate, cooking
chocolate, chocolate coating, bitter
chocolate coating; identity; label
statement of optional ingredients.

14.3 Breakfast cocoa, high fat cocoa; iden-
tity; label statement of optional in-
gredients.

14.4 Cocoa, medium fat cocoa; identity;
label statement of optional In-
gredients.

14.5 Low-fat cocoa; identity; label state-
ment of optional ingredients.

14.6 Sweet chocolate, sweet chocolate coat-
ing; Identity; label statement. of
optional ingredients.

14.7 Aulk chocolate, sweet milk chocolate,
milk chocolate coating, sweet milk
chocolate coating; Identity; label
statement of optional ingredients.

14.8 S km milk chocolate, sweet skim milk
chocolate, skim milk chocolate coat-
ing, sweet skim milk chocolate
coating; identity;, label statement
of optional ingredients.

14.9 Buttermilk chocolate, buttermilk
chocolate coating; Identity; label
statement of optional ingredients.

14.10 Mixed dairy product chocolates, mixed
dairy product chocolate coatings;
'identity; label statement of op-
tional ingredients.

14.11 Sweet chocolate and vegetable fat
(other than cacao fat) coating;
identity; label statement of op-
tional ingredients.

14.12 Sweet cocoa and vegetable fat (other
than cacao fat) coating; identity;,
label statement of optional In-
gredients.

Avmomo r: §§ 14.1 to 14.12 Issued under
see. 701 (a), 52 Stat. 1055; 21 U. S. C. 371 (a).
Interpret or apply see. 401, 52 Stat. 1046, 68
Stat. 54; 21 U. S. C. 3-1.

§_14.1 Cacao nibs, cocoa nibs, cracied
cocoa; identity; label statement of
optional ingredients. (a) Cacao nibs,
cocoa nibs, cracked cocoa is the food
prepared by heating and cracking dried
or cured and cleaned cacao beans and
removing shell therefrom. Cacao nibs
or the cacao beans from which they are
prepared may be processed by heating
with one or more of the following op-
tional alkali ingredients, added as such
or in aqueous solution: Bicarbonate,
carbonate, or hydroxide of sodium, am-
menium, or potassium; or carbonate or
oxide of magnesium; but for each 100
parts by weight of cacao nibs used, as
such or before shelling from the cacao
beans, the total quantity of such alkalis
used is not greater in neutralizing value
(calculated from the respective combin-
ing weights of such alkalis used) than
the neutalizig value of 3 parts by
weight of anhydrous potassium carbon-
ate. The cacao shell content of cacao
nibs is not more than 1.75 percent by
weight (calculated to an alkali-free basis
if they or the cacao beans from which

they were prepared have been precczcd
with alkali) as determined by the
method prescribed under "Shell in
Cacao Nibs-Tentative" beginning on
page 203 LEd. note, 8th edition, 1955, p.
192, sees. 12.9-12.13] of "Ofilcial and
Tentative Methods of Analyzis of the
Association of Official Agricultural
Chemists," 5th Ed., 1940.

(b) 'When cacao nibs or the cacao
beans from which they are prepared are
processed, in whole or in part, with any
optional alkali ingredient specified in
paragraph (a) of this section, the label
shall bear the statement "Procezzed with
Alkali" but in lieu of the word "AltaI"
in such statement the specific common
name of the optional alkall ingredient
may be used. Wherever the name of
the food appears on the label co con-
spicuously as to be easily seen under
customary conditions of purchase, such
statement shall immediately and con-
spicuously precede or follow such name
without intervening written, printed, or
graphic matter.

§ 14.2 Chocolate liquor chocozate,
bakilng chocolate, bitter chocolate, coo!:-
zng chocolate, chocolate coating, bitter
chocolate coating; idcntity; label state-
ment of optional ingrcdients. (a) Choc-
olate liquor, chocolate, baking chocolate,
bitter chocolate, cooking chocolate,
chocolate coating, bitter chocolate coat-
ing is the solid or semiplastlc food pre-
pared by finely grinding cacao nibs. To
such ground cacao nibs, cacao fat or a
cocoa or both may be added in quantities
needed to adjust the cacao fat content of
the finished chocolate liquor. (For the
purposes of this section the term "coco."
means breakfast cocoa, cocoa, low-fat
cocoa, or any mixture of two or more of
these.) Chocolate liquor may be spiced,
flavored, or otherwise seasoned with one
or more of the following optional ingre-
dients, other than any such ingredient or
combinatoin of Ingredients gpecifled in
subparagraphs (1), (2), or (3) of this
paragraph which imparts a flavor that
imltates the flavor of chocolate, milk, or
butter:

(1) Ground spice.
(2) Ground vanilla beans; any nat-

ural food flavoring oil, oleoresin, or
extract.

(3) Vanlllin, ethyl vanillin, or other
artificial food flavoring.

(4) Butter, milk fat, dried malted ce-
real extract, ground coffee, ground nut
meats.

(5) Salt,

Any optional ingredient used with the
cacao beans or cacao nibs from rhich
such chocolate liquor is prepared, or used
with any cocoa added in preparlng such
chocolate liquor, shall'be considered to
be an optional ingredient used with such
chocolate liquor. The optional allmll in-
gredients specified for use with cacao
nibs In § 14.1 (a) may be used as optional
ingredients with chocolate liquor; but
for each 100 parts by weight of cacao nibs
used in preparing the chocolate liquor,
the total quantity of such allalls used
is not greater in neutralizing value (cal-
culated from the respective combining
weights of such alkalis used) than 3 parts
by weight of anhydrous pot,-zium car-
bonate. The flnished chocolate liquor
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contain- not 1=z than 59 percent and
not more than 53 percent by weight of
Cacao fat. Un]Les the chocolate liquor z
ceaconed with butter, milk fat, or ground
nut meats, the percentage of cacao fat
is determined by the method prescribed
under "Frat Method I-Official" begin-
ning on page 202 [Ed. note, Oth edition,
1955, p. 190, sec. 12221 of "Official and
Tentative Methods of Analysis of the
Azoclation of Official Agricultural
Chemists," 5th Ed., 1940.

(b) W/herever the name of the food
appears on the label so conspicuously
as to be eaily seen under customary con-
ditions of purchase, the statements pre-
scrlbed in this section, showing the op-
tional ingrcdients used shall immediately
and con-picuously precede or follow such
name, without intervening written,
printed, or graphic matter.

(1) When the food is seasoned with
an optional Ingredient specified in sub-
paragraph (a) (1) of this section the
lab2l sbn11 beax the statement "Spiced,"
"Spice Added," 'With Added Spice,"
"Spiced With __." or "With Added
_.,"' the blank being filled In with the
specific common name of the spica us d.

(2) When the food is flavored with an
optional ingredient Specified in para-
graph (a) (2) of this section, the label
shall bear the statement "Flavored,"
"Flavoring Added.' "With Added Flavor-
ing," "Flavored With .. .." -
Added," or "With Added ___ " the blank
being filled in with the speclc common
name of the flavoring used.

(3) When the food I flavored with
an optional ingredient specified in par-
agraph (a) (3) of this section, the label
shall bear the statement "Artificially
Flavored," "Artificial Flavoring Added,"
"With Artificial Flavoring:' "Artificialy
Flavored With ___/ or '"ith _ an
Artificial Flavoring," the blank being
filled in with the specifc common name
of the artificial flavoring used.

(4) When the food is seasoned with an
optional ingredient specifted in para-
graph (a) (4) of this section, the label
sall bearthe statement "Seasoned With
_ ," the blankr being filled in with the
specific common name of the substance
used as seasoning.

(5) When any optional alkali ingre-
dient specif ed in § 14.1 (a) is used, the
label sball b=a the statement "Processed
With Alkali;" but in lieu of the word
"Alkali" In such statement the specific
common name of the optional alkali m-
gredient may be used.
Label statements prescribed in subpara-
graphs (1) to (4) Inclusive, of this
paragraph may be combined, as for ex-
ample, "With Added Cinnamon, Vanilla,
and Ethyl Vanillin, an Artificial FLavor-
ing:'

§ 14.3 BreaTiast cocoa, Tugh fat co-
coa; identity; label statement of optionaZ
ingredimts. (a) Breal:fast cocoa, high
fat cocoa is the food prepared by pul-
verking the residual material remaini
after part of the cacao fat has been re-
moved from ground cacao nibs. It may
be spiced, flavored, or othervse sea-
soned with one or more of the followin
optional ingredients, other than any
such ingredient or combination of ingre-
dients which Imparts a flavor that Imi-
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tates the flavor of chocolate, milk, or
butter"

(1) Ground spice.
\(2) Ground vanilla beans; any natural

food flavoring oil, oleoresm, or extract.
(3) Vanillin, ethyl vanillin, or other

artificial food flavoring.
(4) Salt.

Any optional Ingredient used with the
cacao beans, cacao nibs, or ground cacao
nibs from which such breakfast cocoa is
prepared shall be considered to be an
optional ingredient used with such
breakfast cocoa. The optional alkali in-
gredients specified for use with cacao
nibs in § 14.1 (a) may be used as op-
tional ingredients with breakfast cocoa;
but for each 100 parts by weight of cacao
nibs used in preparing the breakfast co-
coa, the total quantity of such alkalis
used is not greater in neutralizing value
(calculated from the respective combin-
ing weights of such alkalis used) than 3
parts by weight of anhydrous potassium
carbonate. The finished breakfast cocoa
contains not less than 22 percent of
cacao fat, as determined by the method
prescribed under "Fat Method I-Offi-
cial" beginning on page 202 [Ed. note,
8th edition, 1955, p.-198, see. 12.22] of
"Official and Tentative Methods of
Analysis of the Association of Official
Agricultural Chemists," 5th Ed., 1940.

(b) Wherever the name of the food
appears on the label so conspicuously as
to be easily seen under customary condi-
tions of purchase, the statements pre-
scribed in this section, showing the op-

-tional ingredients used shall immediately
and conspicuously precede or follow such
name, without intervening written,
printed, or graphic matter:

(1) When the food is seasoned with an
optional ingredient specified in para-
rgaph (a) (1) of this section, the label
shall bear the statement "Spiced," "Spice
Added," "With Added Spice," "Spiced
With ..... "'or "With Added ... " the
blank being filled in with the specific
common name of the spice used.

(2) When the food is flavored with an
optional ingredient specified in subpara-
graph (a) (2) of this section, the label
shall bear the statement "Flavored,"
"Flavoring Added," "With Added Fla-
voring," "Flavored W ith . . " ----
Added," or "With Added ..... the blank
being filled in with the specific common
name of the flavoring used.

(3) When the food is flavored with an
optional ingredient specified in para-
graph (a) (3) of this section, the-label
shall bear the statement "Artificially
Flavored," "Artificial Flavoring Added,"
"With Artificial Flavoring," "Artificially
Flavored With ..... " or "With ___ an
Artificial Flavoring," the blank being
filled in with the specific common name
of the artificial flavoring used.

(4) When any optional alkali ingre-
dient specified in § 14.1 (a) is used, the
label shall bear the statement "Proc-
essed With Alkali" but in lieu of the word
"Alkali" in such statement the specific
common name of the optional alkali in-
gredient may be used.
Label statements prescribed by sub-
paragraphs (1) to (4), inclusive, of this
paragraph may be combined, as for ex-
ample, "With Added Cinnamon, Vanilla,

and Ethyl Vanillin, an Artificial Flavor- If chocolate liquor with any optional
Ing!# ingredient specified in § 14.2 (a) Is used,

§ 14.4 *Cocoa, medium fat cocoa; zden- such Ingredient shall be considered to
tity,; label statement of optional ingre- be an optional ingredient used with the
dients. Cocoa, medium fat cocoa con- sweet chocolate. The finished sweet
forms to the definition and standard of chocolate contains not less than 15 pcr-
identity, and is subject to the require cent by weight of chocolate liquor, cal-
ments for label statement of optional in- culated by subtracting from the weight
gredients, prescribed for breakfast cocoa of chocolate liquor used the weight of
by § 14.3, except that it contains less than cacao fat therein and the weights there-
22 percent but not less than 10 percent of In of alkali and seasoning ingredients, if
cacao fat, as determined by the method any, multiplying the remainder by 2.2,
referred to in § 14.3 (a) dividing the result by the weight of thefinished sweet chocolate, and multiplying

§ 14.5 Low-fat cocoa; identity; label the quotient by 100. Bittersweet ohoco-
statement of optional ingredients. Low- late is sweet chocolate which contains
fat cocoa conforms to the definition and not less than 35 percent by weight of
standard of identity, and is subject to chocolate liquor, calculated in the same

-the requirements for label statement of manner.
optional- ingredients, prescribed for (b) The optional saccharine Ingredi-
breakfast cocoa by § 14.3, except that it ents referred to In paragraph (a) of this
contains less than 10 percent of cacao section are:
fat as determined by the method referred (1) Sugar, or partly refined cane
to in § 14.3 (a) sugar, or both.

§ 14.6 Sweet chocolate, sweet choco- (2) Any mixture of dextrose and
late coating; identity; label statement of sugar or partly refined cane sugar or
optional ingredients. (a) Sweet choco- both in which the weight of the solids of
late, sweet chocolate coating is the solid the dextrose used is not more than one-
or semiplastic food the ingredients of third of the total weight of the solids of
which are intimately mixed and ground, all the saccharine Ingredients used.
prepared from chocolate liquor (with or (3) Any mixture of dried corn sirup
without the addition of cacao fat) or dried glucose sirup and sugar or
sweetened with one of the optional sac- partly refined cane sugar or both In
charine ingredients specified in para- which the weight of the solids of the
graph (b) of this section. It may be dried corn sirup or dried glucose sirup
spiced, flavored, or otherwise seasoned used Is not more than one-fourth of the
With one or more of the following op- total weight of the solids of all the sac-
tional ingredients, other than any such charine ingredients used.
ingredient or combination of ingredients (4) Any mixture of dextrose and dried
which imparts a flavor that imitates the corn sirup or dried glucose sirup and
flavor of chocolate, milk, or butter' sugar or partly refined cane sugar or

(1) Ground spice, ground vanilla both in which three times the weight
beans, any natural food flavoring oil or of the solids of the dextrose used plus
oleoresm or extract, ground coffee, four times the weight of the solids of the
ground nut meats, honey, molasses, dried corn sirup or of the solids of'the
brown sugar, mable sugar, dried malted dried glucose sirup used Is not more
cereal extract, salt. than the total weight of the solids of

(2) Vanillin, ethyl vanillin, or other all the saccharine ingredients used.
artificial food flavoring. (c) For the purpose of this section:

(1) The term "dextrose" means theOne or a mixture of both of the fol- anhydrous refined monosaccharlde ob-
lowing optional emulsifying ingredients tamed from hydrolyzed starch.
may be added in a total quantity not (2) The term "dried corn sirup"
more than-0.5 percent of the weight of means the product obtained by drying
the finished food (such ingredient or incompletely hydrolyzed cornstarch, Its
nxture may be added in combination solids contain not less than 58 percent
with a vegetable food fat carrier, such by weight of reducing sugars.
combination containing not less than 60 (3) The term "dried glucose sirup"
percent by weight of the emulsifying m- means the product obtained by drying
gredient or mixture) "glucose sirup." "Glucose sirup" Is a

(3) Lecithin, with or without related clarified, concentrated, aqueous solution
natural phosphatides. of the products obtained by the Incom-

(4) Monoglycendes and diglycerides of plete hydrolysis of any edible starch.
fat-forming fatty acids in combination. The solids of glucose sirup contain not
with monosodium phosphate derivatives less than 40 percent by weight of reduc-
thereof. mg sugars calculated as anhydrous dox-
One, or any mixture of two or more of trose.
the following optional dairy ingredients (d) "Semisweet chocolate," "bittbr-
may be used in such quantity that the sweet chocolate," "semisweet chocolate
finished sweet chocolate contains less coating," and "bittersweet chocolate
than 12 percent by weight of milk con- coating" are alternate names for sweet
stituent solids: chocolate which contains not less than

(5) Butter, milk fat, cream, milk, con- the minimum quantity of chocolate
centrated milk, evaporated-milk, sweet- liquor prescribed for bittersweet choco-
ened condensed milk, dried milk, skim late by paragraph (a) of this section.
milk, concentrated skim milk, evaporated (e) Wherever the name of the food
skin milk, sweetened condensed skim appears on the label so conspicuously as
milk, nonfat dry milk solids, concen- to be easily seen under customary condi-
trated buttermilk, dried buttermilk, tions of purchase, the statements pre-
malted milk. scribed in this section, showing the op-
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tional ingredients used shall immediately
and conspicuously precede or follow such
name, without intervening written,
printed, or graphic matter:

(1) When the food is flavored with
an optional ingredient specified in para-
graph (a) (2) of this section, the label
shall bear the statement "Artificially
Flavored," "Artificial Flavoring Added,"
"With Artificial Flavoring," "Artificially
Flavored With __," or "With , an
Artificial Flavoring," the blank being
filled in with the specific common name
of the artificial flavoring used.

(2) When an optional ingredient
specified in paragraph (a) (3) or (4) of
this section is used, the label shall bear
the statement "Emulsifier Added" or
"With Added Emulsifier."

(3) When any optional alkali ingredi-
ent specified in § 14.1 (a) is used the
label shall bear the statement "Processed
with Alkali," but in lieu of the word
"Alkali" in such statement the specific
common name -of the optional alkali
ingredient may be used.
Label statements prescribed by sub-
paragraphs (1) and (2) of this para-
grauh may be combined, as for example,
"With Added Emulsifier and Ethyl Vanil-
lin, an Artificial Flavoring."

§ 14.7 Milk chocolate, sweet milk
chocolate, milk chocolate coating, sweet
milk chocolate coating; identity, label
statement of optional ingredients. (a)
Milk chocolate, sweet milk chocolate,
milk chocolate coating, sweet milk choc-
olate coating is the solid or semiplastic
foca the ingredients of which are inti-
mately mixed and ground, prepared from
chocolate liquor (with or without the ad-
dition of cacao fat) and one or more of
the optional dairy ingredients specified
in paragraph (b) of this section, sweet-
ened with one of the optional saccharine
ingredients specified in § 14.6 (b) and
(c) It may be spiced, flavored, or other-
wise seasoned with one or more of the
following optional ingredients, other
than any such ingredient or combina-
tion of ingredients which imparts a fla-
vor that imitates the flavor of chocolate,
milk, or butter:

(1) Ground spice, ground vanilfl
beans, any natural food flavoring oil or
oleoresm or extract, ground coffee,
ground nut meats, honey, molassEs.
brown sugar, maple sugar, dried malted
cereal extract, salt.

(2) Vanillin, ethyl vanillin or other
artificial food flavoring.

One or a mixture of both of the follow-
ing-optional emulsifying ingredients may
be added in a total quantity not more
than 0.5 percent of the weight of the
finished food (such ingredient or mix-
ture may be added in combination with
a vegetable food fat carrier, such com-
bmation containing not less than 60 per-
cent by weight of the emulsifying in-
gredient or mixture)

(3) Lecithin, with or without related
natural phosphatides.

(4) Monoglycerides and diglycerides of
fat-forming fatty acids in combination
with monosodium phosphate derivatives
thereof.

If chocolate liquor with any optional
ingredient specified in § 14.2 (a) is used,
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such ingredient shall be considered to be
an optional ingredient used with the milk
chocolate. The finished milk chocolate
contains not less than 3.66 percent by
weight of milk fat, not less than 12 per-
cent by weight of milk solids, and not lezs
than 10 percent by weight of chocolate
liquor as calculated by subtracting from
the weight of chocolate liquor used the
weight of cacao fat therein and the
weights therein of alkali and seasoning
ingredients, if any, multiplying the re-
mainder by 2.2, dividing the result by the
weight of the finished milk chocolate,
and multiplying the quotient by 100.

(b) The optional dairy ingredients re-
ferred to in paragraph (a) of this zection
are milk, concentrated milk, evaporated
milk, sweetened condensed milk, dried
milk, butter, milk fat, cream, skim mill:,
concentrated skim milk, evaporated skim
milk, sweetened condensed skim milk,
and nonfat dry milk solids; but in any
such ingredient or combination of two or
more of such ingredients uced, the
weight of nonfat milk solids is not more
than 2.43 times and not less than 1.20
times the weight of milk fat therein.

(c) Wherever the name of the food
appears on the label so conspicuously as
to be easily seen under customary con-
ditions of purchase, the statements pre-
scribed in this section, showing the op-
tional ingredients used shall immediately
and conspicuously precede or follow such
name, without intervening w r I t t e n
printed, or graphic matter:

(1) When the food Is flavored with an
optional ingredient specified in para-
graph (a) (2) of this section, the label
shall bear the statement "Artifically
Flavored" "Artificial Flavoring Added",
"With Artificial Flavoring" "Artifically
Flavored With - "--- 21 or ilth . .
an Artificial Flavoring" the blank b2ing
filled in with the specific common name
of the artificial flavoring uced.

(2) When an optional ingredient
specified in paragraph (a) (3) or (4)
of this section is used, the label shall bear
the statement "Emulsifier Added" or
"With Added Emulsifier."

(3) When any optional alkali ingredi-
ent specified in § 14.1 (a) is used the label
shall bear the statement "Procezzed
With Alkali" but in lieu of the word
"Alkali" in such statement the spccifio
common name of the optional alkali in-
gredient may be used.
Label statements prescribed by sub-
paragraphs (1) and (2) of this para-
graph may be combined, as for example,
"With Added Emulsifier and Ethyl Vanil-
]in, an Artificial Flavoring."

§ 14.8 Skim milk chocolate, sreet
skim milk chocolate, slm milk chocolate
coating, sweet skim mailk chocolate coat-
tng; identity; label statement of optional
ingredients. (a) Skim milk chocolate,
sweet skim milk chocolate, shim milk
chocolate coating, sweet skim milk
chocolate coating conforms to the defini-
tion and standard of Identity, and Is sub-
3ect to the requirements for label state-
ment of optional ingredients, prescribed
for milk chocolate by § 14.7, except that:

(1) The dairy ingredients used are
limited to skim milk, concentrated skim
milk, evaporated skim milk, sweetened
condensed skim milk, nonfat dry milk
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olld-, and any combination of two or
more of these.

(2) The finished skim milk chocolate
contains lezs than 3.66 percent by weight
of milk fat and, Instead of milk solids,
It contains not lezs than 12 percent by
weight of s milk solids.

§ 14.9 ButtermilT chocolate, buter-
mil: chocolate coating; identity; label
statement of optional ingredients. (a)
Buttermilk chocolate, buttermilk choco-
late coating conforms to the definition
and standard of Identity, and is subject
to the requirements for label statement
of optional ingredients, prescribed for
milk chocolate by § 14.7, except that:

(1) The dairy ingredients used are
limited to sweet cream buttermilk, con-
c ntrated sweet cream buttermilk, dried
sweet cream buttermilk, or any combina-
tion of two or all of these.

(2) The finished buttermilk chocolate
contains lezs than 3.66 percent by weight
of milk fat and, instead of milk solids,
It contains not lezs than 12 percent by
weight of sweet cream buttermilk solids.

§ 14.10 Mixed dairy product choco-
lates, mixed dairy product chocolate
coatings; identity; label statement of op-
tional ingredients. (a) The articles for
which definitions and standards of iden-
tity are prescribed by this section are the
foods each of which conforms to the
definition and standard of identity, and
is subject to the requirements for label
statement of optional ingredients, pre-
scribed for milk chocolate by § 14.7, ex-
cept that:

(1) The dairy Ingredient used in each
such article is a mixture of two or more
of the following four components:

(I) Any dairy ingredient or combina-
tion of such Ingredients specified in § 14.7
(b) which is within the limits of the
ratios specified therein for nonfat mill:
colids to milk fat.

(ii) One or more of the five slim milk
ingredients sncified in § 14.8.

(Ill) One or more of the three sweet
cream buttermilk ingredients specified n

14.9.
(iv) Malted mlk:.
(2) Each of the finished articles may

contain lesz than 3.66 percent by weight
of milk fat and, instead of milk solids, it
contains not less than 12 percent by
weight of milk constituent solids of the
components used. The quantity of each
component used In any such mixture is
such that no component contributes les
than one-third of the weight of milk con-
stituent solids contributed by that com-
ponent used in largest proportion. When
any such mixture is of components (i)
and (11) of subparagraph (1) the quan-
tity of nonfat milk solids in such mix-
ture Is more than 2.43 times the quantity
of milk fat therein. For the purposes of
paragraph (b) of this section, the des-
ignation of each of the components
listed above is respectively "Milk" "Skim
Mil:," "Buttermilk," and 'Malted Milk:."

(b) The name of each such article is
"chocolate" or "chocolate coating" pre-
ceded by the designations prescribed by
paragraph (a) of this section for each
component of the dairy ingredients used,
such designations appearing in the order
of predominance, if any, of the weight
of milk constituent solids in each such
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component. (For example, "Milk and
Skim Milk Chocolate.")

§ 14.11 Sweet chocolate and vegetable
fat (other than cacao fat) coating;
identity; label statement of optional in-
gredients. (a) Sweet chocolate and veg-
etable fat (other than cacao fat) coating
conforms to the definition and standard
of identity, and is subject to the require-
ments for label statement of optional
ingredients, prescribed for sweet choco-
late by § 14.6, except that:

(1) In its preparation is added one or
any combination of two or more vegeta-
ble food oils or vegetable foodffats, other
than cacao fat, which oil, fat, or combi-
,nation may be hydrogenated and which
has a melting point lower than that of
cacao fat.

(2) The reqmrement of § 14.6 (a) that
the milk constituent solids be less than
12 percent by weight does not apply.

(b) The provisions of this section shall
not be construed as applicable to any
article by reason of the addition thereto
of a vegetable food fat other than cacao
fat as a carrier of emulsifying ingre-
dients, as authorized and- within the
limit prescribed by § 14.6 (a)

§ 14.12 Sweet cocoa and vegetable fat
(other than cacao fat) coating; identity;
label.statement of optional ingredients.
(a) Sweet cocoa and vegetable fat (other
than cacao fat) coating conforms to the
definition and standard of identity, and
Is subject to the requirements for label
statement of optional ingredients, pre-
scribed for sweet chocolate by '§ 14.6, ex-
cept that:

(1) In its preparation cocoa is used,
Instead of chocolate liquor, in such quan-
tity that the flmshed food contains not
less than 6.8 percent by weight of the
nonfat cacao portion of such cocoa, cal-
-culated by subtracting from the weight
of cocoa used the weight of cacao fat
therein and the weight therein of alkali
and seasoning ingredients, if any, di-
viding the remainder by the weight of
the finished food, and multiplying the
quotient by 100. (For the purposes of
this section the term "'cocoa" means
breakfast cocoa, cocoa, low-fat cocoa, or
any nuxture of two or more of these.)

(2) In its preparation is added one or
any combination of two or more vege-
table food oils, vegetable food fats, or
vegetable food stearns, other than ca-
cao fat, which oil, fat, stearm, or com-
bination has a melting point higher than
that of cacao fat. Any such oil or fat
may be hydrogenated.

(3) The requirement of § 14.6 (a) that
the milk constituent solids be less than
12 percent by weight does not apply.

PART 15--CEREAL FLOURS AMD RELATED
PRoDucTs; DErnITIoNs AmD STANDARDS
OF IDE nTY

Subpart A-Wheat Flour and Related Products,
Sec.
15.1 Flour, white flour, wheat flour, plain

flour; identity; label statement of
optional Ingredients.

15.10 Enriched four; identity; label state-
ment of optional ingredients.

15.20 Bromated flour; identity; label state-
ment of opfional ingredients.

RULES AND REGULATIONS

Sec.
15.30 Enriched bromated flour; identity;

label statement of optional ingre-
dients.

15.40 Durum flour; Identity.
15.50 Self-rising flour, self-rising white

flour, self-rising wheat flour; Iden-
tity; label statement of optional
ingredients.

15.60 Enriched self-rising flour; identity;
label statement of optional ingre-
dients.

15.70 Phosphated flour, phosphated white
flour, phosphated wheat flour;
identity; label statement of op-- tional ingredients.

15.80 Whole wheat flour, graham flour, en-
tire wheat flour; Identity; label
statement of optional ingredients.

15.90 Bromated whole wheat flour; iden-
tity; label statement of optional
ingredients.

15.100 Whole dururn wheat flour; identity;
label statement of optional Ingre-
dients.

15.110 Crushed wheat, coarse ground wheat;
identity.

15.120 Cracked wheat; Identity.
15.130 Farina; Identity.
15.140 Enriched farina; identity; label

statement of optional ingredients.
15.150 Semolina; identity.

Subpart B-Corn Flour and Related Products
15.500 White corn meal; Identity.
15.501 Yellow corn meal; identity.
15.502 Bolted white corn meal; identity.
15.503 Bolted yellow corn meal; identity.
15.504 Degerminated white corn meal, de-

germed white corn meal; identity.
15.505 Degerminated yellow corn meal, de-

germed yellow corn meal; identity.
15.506 Self-risng white corn meal; identity.
15.507 Self-rising yellow corn meal; iden-

tity.
15.508 White corn flour; Identity.
15.509 Yellow corn flour; identity.
15.510 Grits, corn grits, hominy grits; iden-

tity.
15.511 Yellow grits, yellow corn grits, yellow

hominy grits; identity.
15.512 Quick grits, quick cooking grits;

identity.
15.513 Enriched corn meals; identity.
15.514 Enriched corn grits; identity.

Alnoiorrr: §§ 15.1 to 15.514 Issued under
see. 701 (a), 52 Stat. 1055; 21 U. S. C. 371 (a).
Interpret or apply sec. 401, 52 Stat. 1046, 68
Stat 54; 21 U. S. C. 341.
SUBPART A-WHEAT FLOUR AND RELATED

PRODUCTS
§ 15.1 Flour white flour, wheat flour

plain "four" identity; label statement of
optional ingredients. (a) Flour, white
flour, wheat flour, plain flour, is the food
prepared by grinding and bolting cleaned
wheat other than durum wheat and red
durum wheat; to compensate for any
natural deficiency of enzymes, malted
Wheat, malted wheat flour, malted barley
flour, or any combination of two or more
of these, may be used; but the quantity
of malted barley flour so used is not more
than 0.25 percent. One of the cloths
through which the flour is bolted has
opemngs not larger than those of woven
-wire cloth, designated "149 micron (No.
100)" in Table I of "Standard Specifica-
tions for Sieves," published March 1,
1940, in L. C. 584 of the United States
Mepartment of Commerce, National Bu-
reau of Standards. The flour is freed
from bran coat, or bran coat and germ,
to such extent that the percent of ash
therein, calculated to a moisture-free
basis is not more than the sum of Vo of

the percent of protein therein, calculated
to a moisture-free basis, and 0.35, Its
moisture content is not more than 15
percent. Unless such addition conceals
damage' or inferiority of the flour or
makes it appear better or of greater
value than it is, one or any combination
of two or more of the following optional
bleaching ingredients may be added in a
quantity not more than sufficient for
bleaching or, In case such ingredient has
an artificial aging effect, in E% quantity
not more than sufficient for bleaching
and such artificial aging effect:

(1) Oxides of nitrogen.
(2) Chlorine.
(3) Nitrosyl chloride.
(4) Chlorine dioxide.
(5) One part by weight of benzoyl

peroxide mixed with not more than tlx
parts by weight of one or any mixture
of two or more of the following: potas-
sium alum, calcium sulfate, magnesium
carbonate, sodium aluminum sulfato,
dicalcium phosphate, tricalcium phos-
phate, starch, calcium carbonate.

(b) When any optional bleaching in-
gredient is used, the label shall bear the
word "Bleached." Wherever the name
of the food appears on the label so con-
spicuously as to be easily seen under cus-
tomary conditions of purchase, the word
"Bleached" shall immediately and con-
spicuously precede or follow such name,
without intervening written, printed, or
graphic matter; except that where such
name is a part of a trade-mark or brand,
other written, printed, or graphic matter,
which is also a part of such trade-mark
or brand, may so intervene If the word
"Bleached" is in such juxtaposition with
such trade-mark or brand as to be con-
spicuously related to such name,

(c) For the purposes of this section:
(1) Ash is determined by the method

prescribed in the book "Official and Texi-
tative Methods of Analysis of the Asso-
ciation of Official Agricultural Chem-
ists," 5th Edition, 1940, page 212, under
"Method I-Official." [Ed. note: 8th Ed.,
1955, p. 207, see. 13.6.] Ash is calculated
to a moisture-free basis by subtracting
the percent of moisture in the flour from
100, dividing the remainder Into the per-
cent of ash, and multiplying the quotient
by 100.

(2) Protein is 5,7 .times the nitrogen
as determined by the method prescribed
in such book on page 26, under "iJol-
dahl-Gunning-Arnold Method-Official."
(Ed. note: 8th Ed., 1955, p. 12 "Improved
Kjeldahl method for nitrate-free sam-
ples," sec. 2.231. Protein is calculated to
a moisture-free basis by subtracting the
percent of moisture in the flour from
100, dividing the remainder into the per-
cent of protein, and multiplying the quo-
tient by 100.

(3) Moisture is determined by the
method prescribed in such book on page
211, under "Vacuum Oven Method-Offi-
cial." [Ed. note: 8th Ed., 1955, p. 200,
sees. 13.2, 13.3.]

§ 15.10 Enriched flour; identity; la.
obel statement of optional ingredients.
Enriched flour conforms to the defl-
nition and standard of Identity, and Is
subject to the requirements for label
statement of optional ingredients, pro-
scribed for flour by § 15.1, except that:
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(a) It contains in each pound not less
than 2.0 milligrams and not more than
2.5 milligrams of thiamine, not less than
1.2 milligrams and not more than 1.5
milligrams of riboflavin, not less than
16.0 milligrams and not more than 20.0
milligrams of macin or macmamide, not
less than 13.0 milligrams and not more
than 16.5 milligrams of iron (Fe)

(b) Vitamin D may be added in such
quantity that each pound of the finished
enriched flour contains not less than 250
U. S. P. units and not more than 1,000
U.S.P units of vitamin D;

(c) Calcium may be added in such
quantity that each pound of the finished
enriched flour contains not less than 500
milligrams and not more than 625 mil-
ligrams of calcium (Ca) except that en-
riched flour may be acidified with mono-
calcium phosphate irrespective of the
inmmium limit for calcium (Ca) pre-

scribed in this paragraph;
(d) It may- contain not more than 5

percent by weight of wheat germ or
partly defatted wheat germ; and

(e) In determining whether the ash
content complies with the requirements
of this section allowance is made for ash
resulting from any added iron or salts
of iron or calcium.
Iron and calcium may be added only in
forms which are harmless and assirm-
lable. The substances referred to in par-
agraphs (a) and (b) of this section may
be added in a harmless carrier which
does not impair the enriched flour; such
carrier is used only in the quantity neces-
sary to effect an intimate and uniform
admixture of such substances with the
flour.

§ 15.20 Bromatef flour- identity;
label statement of optional ingredients.
Bromated flour conforms to the defini-
tion and standard of identity, and is sub-
3ect to the requirements for label state-
ment of optional ingredients, prescribed
for flour by § 15.1, except that poths-
sium bromate is added in a quantity not
exceeding 50 parts to each million parts
of the finshed bromated flour, and is
added only to flours whose baking qual-
ities are improved by such addition.

§ 15.30 Enriched bromated flour"
identity; label staterment of optional in-
gredients. Enriched bromated flour con-
forms to the definition and standard of
identity, and is subject to the requre-
ments for label statement of optional
ingredients, prescribed for enriched flour
by § 15.10, except that potassium bro-
mate is added in a quantity not exceed-
ing 50 parts to each million parts of the
finished enriched bromated flour, and
is added only to enriched flours whose
baking qualities are inproved by such
addition.

§ 15.40 Durum ftour identity. (a)
Durum flour is the food prepared by
grinding and bolting cleaned durum
wheat. One of the cloths through which
such flour is bolted has openings not
larger than those of woven-wire cloth
designated "149 micron (No. 100)" in
table I of "Standard Specifications for
Sieves," published March 1, 1940, in I C.
584 of the U. S. Department of Com-
merce, National Bureau of Standards.
It is freed from bran coat, or bran coat
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and germ, to such extent that the per-
cent of ash therein, calculated to a mois-
ture-free basis, Is not more tha 1.5
percent. Its moisture content is not
more than 15 percent.

(b) For the purposes of this section,
ash and moisture are determined by the
methods therefor referred to In f 15.1
(c)

§ 15.50 SelU-rising flour, self-rising
white flour, self-rising wheat flour,
identity; label statement of optional in-
gredients. (a) Self-rising flour, self-
rising white flour, self-rising wheat flour,
is an intimate mixture of flour, sodium
bicarbonate, and the acid-reacting sub-
stance monocalcium phosphate or so-
dium acid pyrophosphate or both. It is
seasoned with salt. When It is tested by
the method prescribed in paragraph (c)
of this section not less than 0.5 percent
of carbon dioxide is evolved. The acid-
reacting substance is added in sufficient
quantity to neutralize the sodium bicar-
bonate. The combined weight of such
acid-reacting substance and sodium bi-
carbonate Is not more than 4.5 parts to
each 100 parts of flour used. Subject
to the conditions and restrictions pre-
scribed by § 15.1 (a) the bleaching n-
gredients specified in such section may
be added as optional ingredients. If the
flour used in making the self-rising flour
is bleached, the optional bleaching ingre-
dient used therein (see § 15.1 (a)) is
also an optional ingredient of the celf-
rismg flour.

(b) (1) When any optional bleaching
ingredient is used, the label shall bear the
word "Bleached."

(2) Wherever the name of the food
appears on the label so conspicuously as
to be easily seen under customary con-
ditions of purchase, the word "Bleached"
shall immediately and conspicuously pre-
cede or follow such name, without Inter-
venmg written, printed, or graphic
matter; except that where such name Is
a part of a trade-mark or brand, other
written, printed, or graphic matter,
which is also a part of such trade-mark
or brand, may so intervene if the word
"Bleached" is in such juxtapositlon with
such trade-mark or brand as to be con-
spicuously related to such name.

(c) The method referred to in para-
graph (a) of this section is the method
prescribed in "Official and Tentative
Methods of Analysis of the Assoelation of
Official Agricultural Chemists," 5th edi-
tion, 1940, beginning on page ICt [Ed.
note, 8th edition, 1955, p. 127, sees. 17.2,
17.3], under "Gasometric Method with
Chittick's Apparatus-Official," except
that the following procedure is substi-
tuted for the procedure specified therein
under "6-Determination"'

Weigh 17 grams of the official sample
into flask A, add 15-20 glass beads (4-6
rm. diameter) and connect this flask
with the apparatus (fig. 22) Open
stopcock C and by means of the leveling
bulb E bring the displacement solution
to the 25 cc. graduation above the zero
mark. (This 25 cc. Is a partial allowance
for the volume of acid to be used in the
decomposition.) Allow the apparatus to
stand 1-2 minutes to insure that the
temperature and pressure.wlthin the ap-
paratus are the same as those of the
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room. Close the stopcock, lower the
leveling bulb somewhat to reduce the
pressure within the apparatus, and
slowly run into the decomposition flask
from burette F 45 cc. of sulfuric acid
(1+5) To prevent the liberated carbon
dioxide from escaping throuZh the acid
burette into the air, keep the displace-
ment solution in the leveling bulb at all
times during the decomposition at a
lower level than that in the gas-meas-
uring tube. Rotate and then vigorously
agitate the decomposition flas% for three
minutes to mix the contents intimately.
Allow to stand for 10 minutes to brng
to equilibrium. Equalize the pressure in
the measuring tube by means of the
leveling bulb and read the volume of gas
from the zero point on the tube. Deduct
20 cc. from this reading (this 20 cc. to-
gether with previous allowance of 25 cc.
compensate. for the 45 cc. acid used m
the decomposition) Observe the tem-
perature of the air surrounding the ap-
paratus and also the barometric pressure
and multiply the number of cc. of gas
evolved by the factor given in Table
24-Chapter X I [Ed. note, 8th edi-
tion, 1955, sec. 42.29] for the temperature
and prezsure observed. Divide the cor-
rected reading by 100 to obtan the
apparent percent by weight of carbon
dioxide in the official sample.

Correct the apparent percent of car-
bon dioxide to compensate for varying
atmospherlc conditions by immediately
aszayng a synthetic sample by the same
method In the same apparatus.

Prepare the synthetic sample with 16.2
grams of flour, 0.30 gram of monocal-
cium phosphate, 0.30 gram of salt, and a
sufclent quantity of sodium bicarbonate
U. S. P (dried over sulfuric acid) to
yield the amount of carbon dioxide re-
covered m aszay of oicial sample. De-
termine this quantity by multiplying
weight of carbon dioxide recovered in
aszsy of offical sample by 1.91.

Divide the weight of carbon dioxide
recovered from synthetic samnle by
weight of carbon dioxide contained m
sodium bicarbonate used.

Divide the quotient into the apparent
percent of carbon dio:ide In official sam-
ple to obtain percent of carbon dioxide
evolved from the official sample.

§ 15.60 Enrle hd self-rtsing flour'
identity; label statement of optional z-.
gredient s. Enriched self-rising flour
conforms to the definition and standard
of Identity, and is subject to the require-
ments for label statement of optional
Ingredients, prezcribed for self-nsm
flour by § 15.50, except that:

(a) It contains in each pound not les
than 2.0 milligrams and not more than
2.5 milligrams of thiamine, not less
than 1.2 milligrams and not more than
1.5 milligrams of riboflavin, not less than
16.0 milligrams and not more than 20.0
milligrams of niacin or nacinamide,
not less than 13.0 milligrams and not
more than 16.5 milligrams of iron (Fe)
not less than 500 milligrams and not
more than 1,500 malligrams of calcium
(Ca),

(b) Vitamin D may be added In such
quantity that each pound of the finished
enriched self-rising flour contains not
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less than 250 U. S. P units and not more
than 1,000 U. S. P. units of vitamin D -

(c) It may contain not more than 5
percent by weight of wheat germ or
partly defatted wheat germ,

(d) When calcium is added as dical-
cium phosphate, such dicalcium phos-
phate is also considered to be an acid-
reacting substance; and

(e) When calcium is added as carbon-
ate, the method set forth in § 15.50 (c)
does not apply as a test for carbon diox-
ide evolved; but in such case the quan-
tity of carbon dioxide evolved under
ordinary conditions of use of the en-
riched self-rising flour is not less than
0.5 percent of the weight thereof.
Iron and calcium may be added only in
forms which are harmless and assmu-
lable. The substances referred to in
paragraphs (a) and (b) of this section
may be added in a harmless carrier
which does not impair the enriched self-
rising flour, such carrier is used only in
the quantity necessary to effect an
intimate and uniform admixture of such
substances with the flour.

§ 15.70 Phosphated flour phosphated
white flour phosphated wheat flour-
identity; label statement ofroptional in-
gredients. Phosphated flour, phos-
phated white flour, phosphated wheat
flour, conforms to the definition and
standard of identity, and is subject to the
requirements for label declaration of-
optional ingredients, prescribed for flour
by § 15.1, except that:

(a) Monocaleum phosphate is added
in a quantity not less than 0.25 percent
and not more than 0.175 percent of the
weight of the finished phosphated flour;
and

(b) In determining whether the ash
content complies with the requirements
of this section allowance is made for
the added monocalcium phosphate.

§ 15.80 Whole wheat flour graham
flour entire wheat flour, identity; label
statement of optional ingredients. (a)
Whole wheat flour, graham flour, entire
wheat flour, is the food prepared by so
grinding cleaned wheat other than
durum wheat and red durum wheat that,
when tested by the method prescribed in
paragraph (c) (2) of this section, not
less than 90 percent passes through a No.
8 sieve and not less than 50 percent
passes through a No. 20osieve. The pro-
portions of the natural constituents of
such wheat, other than moisture, remain
unaltered. To compensate for any nat-
ural deficieley of enzymes, malted
wheat, malted wheat flour, malted barley
flour, or any combination of two or more
of these, may be used; but the quantity of
malted wheat flour so used is not more
than 0.5 percent, and the quantity of
malted barley flour so used is not more
than 0.25 percent. The moisture content
of whole wheat flour is not more than 15
percent. Unless such addition'conceals
damage or inferiority of the whole wheat
flour or makes it appear better or of
greater value than it is, the optional
bleaching ingredient chlorine dioxide,
chlorine, or a mixture of nitrosyl chloride
and chlorine, may be added in a quantity
not more than sufficient for bleaching
and artificial aging effects.

(b) When any optional bleaching in-
gredient is used, the label shall bear the
word "Bleached." Wherever the name
of the food appears on the label so con-
spicuously as to be easily seen under
customary conditions of purchase, the
word "Bleached" shall immediately and
conspicuously precede or follow such
name, without intervening written,
printed, or graphic matter; except that
where such name is a part of a trade-
mark or brand, other written, printed, or
graphic matter, which is also a part of
such trade-mark or brand, may so inter-
-vene if the word "Bleached" is in such
juxtaposition with- such trade-mark or
brand as to be conspicuously related to
such name.

(c) For the purposes of this section:
(1) Moisture is determined by the

method prescribed in "Official and
Tentative Methods of Analysis of the
Association of Official Agricultural
Chemists," 5th Edition, 1940, page 211,
under "Vacuum Oven Method-Official."
[Ed. note: 8th Ed., 1955, p. 206, sees.
13.2, 13.3.]

(2) The method referred to in para-
graph (a) of this section is as follows:
Use No. 8 and No. 20 sieves, having stand-
ard 8-inch full height frames, complying
with the specifications for wire cloth and
sieve frames in "Standard Specifications
for Sieves," published March 1. 1940, in
L. C. 584 of -the U. S. Department of
Commerce, National Bureau of Stand-
ards. Fit a No. 8 sieve into a No. 20 sieve.
Attach bottom pan to the No. 20 sieve.
Pour 100 gm. of the sample into the No.
8 sieve. Attach cover and hold the as-
sembly in a slightly inclined position with
one hand. Shake the sieves by striking
the sides against the other hand with an
upward stroke, at the rate of about 150
times per minute. Turn the sieves about
one-sixth of a revolution each time in the
same direction, after each 25 strokes.
Continue shaking for 2 minutes. Weigh
the material which fails to pass through
the No. 8 sieve and the-material -which
-passes through the No. 20 sieve.

§ 15.90 Bromated whole wheat flour-
identity; label statement of optional in-
gredients. Bromated whole wheat flour
conforms to the definition and standard
of identity and is subject to the require-
ments for label statement of optional in-
gredients, prescribed for whole wheat
flour by § 15.80, except that potassium
bromate is added in a quantity not ex-
ceeding 75 parts to each million parts of
finished bromated whole wheat flour.

§ 15.100 Whole durum wheat flour-
,identity; label statement of optional in-
gredients. Whole durum wheat flour
conforms to the definition and standard
of identity, and is subject to the require-
ments for label statement of optional in-
gredients, prescribed for whole wheat
flour by- § 15.80, except that cleaned du-
rum wheat, instead of cleaned wheat
other than durum wheat and red durum
wheat, is used in its preparation.

§ 15.110 Crushed wheat, coarse ground
wheat; identity. Crushed wheat, coarse
ground wheat, is the food prepared by so
crushing cleaned wheat other than
durum wheat and red durum wheat that,
when tested by the method prescribed

in § 15.80 (c) (2) 40 percent or mero
passes through a No. 8 sieve and less than
50 percent passes through a No. 20 sieve.
The proportions of the natural constitu-
ents of such wheat, other than moisture,
remain unaltered. Crushed wheat con-
tains not more than 15 percent of mois-
ture as determined by the method pre-
scribed in "Official and Tentative Moth-
ods of Analysis of the Association of Ol-
cml Agricultural Chemists," 5th edition,
1940, page 353 [Ed. ncte, 8th edition,
1955, p. 367, sees. 22.2, 22.3), under "Prep.
aration of Sample-Official" and "Mois.
ture L Drying with Heat-Officlal."

§ 15.120 Cracked wheat; identity.
Cracked wheat Is the food prepared by so
cracking or cutting Into angular frag-
ments cleaned wheat other than durum
wheat and red durum wheat that, when
tested by the method prescribed In
§ 15.80 (c) (2) not less than 90 percent
passes through a No. 8 sieve and not
more than 20 percent passes through a
No. 20 sieve. The proportions of the nat-
ural constituents of such wheat, other
than moisture, remain unaltered.
Cracked wheat contains not more than
15 percent of moisture as determined by
the method prescribed In "Official and
Tentative Methods of Analysis of the
Association of Official Agricultural
Chemists" 5th edition, 1940, page 353
[Ed. note, 8th edition, 1955, p. 367, sees.
22.2, 22.3), under "Preparation of
Sample-Official" and "Moisture 1. Dry-
ing with Heat-Official."

§ 15.130 Farna; identity. (a) Farina
is the food prepared by grinding and
bolting cleaned wheat, other than durum
wheat and red durum wheat, to such
fineness that, when tested by the method
-prescribed In paragraph (b) (2) of this
section, it passes through a No. 20 sieve,
'but not more than 3 percent -paszes
through a No. 100 sieve. It is freed from
bran coat, or bran coat and germ, to
such extent that the percent of ash
therein, calculated to a moisture-free
basis, is not more than 0.6 percent. Its
moisture content Is not more than 15
percent.

(b) For the purposes of this section:
(1) Ash and moisture are determined

by the methods therefor referred to In
.§ 15.1 (c)

(2) The method referred to in para-
graph (a) of this section is as follows:
Use No. 20 and No. 100 sieves, having
standard 8-inch full-height frames, com-
plying with the specifications for wire
.cloth and sieve frames in "Standard
Specifications for Sieves," published
March 1, 1940, in L. C. 584 of the United
States Department of Commerce, Na-
tional Bureau of Standards. Fit a No. 20
sieve into a No. 100 sieve. Attach bot-
tom pan to the No. 100 sieve. Pour 100
grams of the sample Into the No. 20 sieve,
Attach cover and hold the assembly In a
slightly inclined position with one hand.
Shake the sieves by striking the sides
against the other hand with an upward
stroke, at the rate of about 150 times pe'
minute. Turn the sieves about one-
sixth of a revolution, each time in the
same direction, after each 25 strokes,
Continue shaking for 2 minutes. Weigh
the material which fails to pass through
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the No. 20 sieve and the material which
passes through the No. 100 sieve.

§ 15.140 Enriched farina; identity;
label statement of optional 2ngredients.
(a) Enriched farina conforms to the
definition and standard of identity pre-
scribed for farina by § 15.130, except
that:

(1) It contains in each pound not less
than 2.0 milligrams and not more than
2.5 milligrams of thiamine, not less than
1.2 milligrams and not more than 1.5
milligrams of riboflavin, not less than
16.0 milligrams and not more than 20.0
milligrams of macin or macmamide, and
not less than 13.0 milligrams of iron
(Fe)

(2) Vitamm D may be added in such
quantity that each pound of the finished
enriched farina contains not less than
250 U. S. P. units of the optional in-
gredient vitamm D.

(3) Calcium may be added in such
quantity that each pound of the finished
enriched farina contains not less than
500 milligrams of the optional ingredient
calcium (Ca)

(4) It may cntain not more than 8
percent by weight of the optional in-
gredifent wheat germ or partly defatted
wheat germ.

(5) It may contain not less than 0.5
percent and not more than 1 percent by
weight of the optional ingredient diso-
dium phosphate.

(6) In determining whether the ash
content complies with the requirements
of this section allowance is made for ash
resulting from any added iron or salts
of iron or calcium, or from any added
disodium phosphate, or from any added
wheat germ or partly defatted wheat
germ.
Iron and calcium may be added only in
forms which are harmless and assinila-
ble. Dried irradiated yeast may be used
as a -source of vitamm D. The sub-
stances referred to in subparagraphs (1)
and (2) of this paragraph may be added
in a harmless carrer which does not
impair the enriched farina; such carrier
is used only in the quantity necemsary
to effect an intimate and uniform admix-
ture of such substances with the farina.

(b) When the optional ingredient di-
sodium phosphate is used, the label shall
bear the statement "Disodium phosphate
added for quick cooking." Wherever the
name of the food appears on the label so
conspicuously as to be easily seen under
customary conditions of purchase, such
statement shall immediately and con-
spicuously precede or follow such name,
without intervening written, printed, or
graphic matter; except that where such
name is a part of trade-mark or brand,
other written, printed, or graphic matter
which is also a part of such trademark
or brand, may so intervene if such state-
ment is in such juxtaposition with such
trademark or brand as to be conspicu-
ously related to such name.

§ 15.150 S e m o l % n a; identity. (a)
Semolina is the food prepared by grind-
ing and bolting cleaned durum wheat to
such fineness that, when tested by the
method prescribed in § 15.130 (b) (2) it
passes through a No. 20 sieve, but not
more than 3 percent passes through a No.
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100 sieve. It is freed from bran coat,
or bran coat and germ, to such extent
that the percent of ash therein, calcu-
lated to a moisture-free basis, Is not more
than 0.92 percent. Its moisture content
is not more than 15 percent.

(b) For the purpose of this section,
ash and moisture are determined by the
methods therefor referred to in § 15.1 (c)

SUSPART B-CORN FLOUR AND PELATED
PRODUCTS

§ 15.500 White corn meal; identity.
(a) White corn meal is the food pre-
pared by so grinding cleaned white corn
that when tested by the method pre-
scribed in paragraph (b) (2) of this sec-
tion not less than 95 percent pazzes
through a No. 12 sieve, not less than 45
percent through a No. 25 sieve, but not
more than 35 percent through a No. 72
grits gauze. Its moisture content is not
more than 15 percent. In Its prepara-
tion coarse particles of the ground corn
may be separated and discarded, or re-
ground and recombined with all or part
of the material from which they were
separated, but in any such caa the crude
fiber content of the finish ed corn meal
is not less than 1.2 percent and not more
,than that of the cleaned corn from which
it was ground, and its fat content does
not differ more than 0.3 percent from
that of such corn. The contents of
crude fiber and fat in all the foreoong
provisions relating thereto ate on a mis-
ture-free basis.

(b) (1) For the purposes of this ccc-
tion moisture is determined by the
method prescribed in "Official and Ten-
tative Methods of Analysis of the Asso-
ciation of Official Agricultural Chemist-,"
6th edition, page 259, sections 20.70 and
20.71 [Ed note, 8th edition, 1055, p. 220,
sees. 13.54, 13.55], fat is determined by
the method prescribed on pages 259 and
260, sections 20.70 and 20.73 [Ed. note,
8t4 edition, 1955, p. 220, sees. 13.54 and
13.59] and crude fiber determined by
the method prescribed on pages 259 and
260, sections 20.70 and 20.74 lEd. note,
8th edition, 1955, p. 220, sees. 13.54 and
13.57].

(2) The method referred to in para-
graph (a) of this section is as follows:

Use No. 12 and No. 25 sIeves, having
standard 8-inch diameter, full-height
frames, complying with the spcciflca-
tions for wire cloth and sieve frames in
"Standard Specifications for Sieves,"
published March 1, 1940, in L. C. 584 of
the Bureau of Standards, United States
Department of Commerce. A sieve with
frame of the same dimensions as the Nos.
12 and 25 and fitted with 72 grits
gauze is used as the third sieve. It Is
referred to hereafter as the No. 72 sdeve.
The 72 = grits gauze has openings
equivalent in size with thoze of No. 70
woven-wire cloth, complying with speci-
fications for such cloth contained in such
"Standard Specifications for Sieve" At-
tach bottom pan to No. 72 sieve. Fit
the No. 25 sieve into the No. 72 sieve
and the No. 12 sieve Into the No. 25 sieve.
Pour 100 grams of sample into the No,
12 sieve, attach cover and hold the as-
sembly in a slightly inclined position and
shake the assembly of sieves by strliing
the sides against one hand with an up-
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ward stroke, at the rate of about 150
timeas per minute. Turn the assambly
of seves about one-sixth of a revolution,
each time in the same direction, after
each 25 strokes. Continue shaking for 2
minutes. Weigh separately the material
remaining on each sieve and in the pan,
and calculate each welghtas percent of
sample. Sometimes when meals are
tested, fine particle3 clog the sieve open-
ings. If any sieve is clcged by fine mate-
ral smaller than its openings, empty
thecontents onto a piece of paper. Re-
move the entrapped material on the bot-
tom of the sieve by a hair brush and add
to the sieve below. In like manner, clean
the adhering material from inside the
sieve and add to the material on the
paper. Return mixture on the paper to
the sieve, reassemble the sieves, and
shake in the same manner as before for
1 minute. Repeat cleaning procedure if
neceszary until a 5-gram or less loss in
weight occurs in any sieve during a 1-
minute shaldng. The percent of sample
passing through No. 12 sieve shall be
determined by subtracting from 100 per-
cent, the percent of material remamm
on the No. 12 sieve. The percent passing
through a No. 25 sieve shall be deter-
mined by adding the percents remaining
on the No. 72 sieve and the percent I
pan. Tne parcant in the pan shall be
considered as the percent passing
throu.h a No. 72 Xlg grits gauze.

5 15.501 Yellow cor meal; identity.
Yellow corn meal conforms to the defini-
tion and standard of Identity prescribed
by § 15.509 for white corn meal except
that cleaned yellow corn is uzed instead
of cleaned white corn.

C 15.502 Bolted white cam i eal;
identity. (a) Bolted white corn meal is
the food prepared by so grinding and
sifting cleaned white corn that:

(1) Its crude fiber content is less than
1.2 percent but its fat content is not less
than 2.25 p2rcent; and

(2) When tested by the method pre-
scribed in 5 15.500 (b) (2), except that
a No. 20 stanoard sieve is used instead
of the No. 12 sieve, not less than 95 per-
cent pazzes through a No. 20 sieve, not
less than 45 percent through a No. 25
sieve, but not more than 25 percent
through No. 72 grits gauze Its
moisture content is not more than 15
percent. In Its preparation particles of
ground corn which contain germ may be
separated, reground, and recombined
with ol or part of the material from
w.hich it w '- separated, but in any such
case the fat content of the finished
bolted white corn meal does not exceed
by more than 0.3 percent the fat content
of the cleaned corn from which it was
ground. The contents of crude fiber and
fat in all the foregoing provisons relat-
ing thereto are on a moisture-free basis.

(b) For the purpozes of this section,
moisture, fat and crude fiber are deter-
mined by the methods therefor referred
to in § 15.500 (b) (1).

5 15.503 Bolted yellow com meal:
fdictity. Bolted yellow corn meal con-
forms to the definition and standard of
identity perscribed by 5 15.502 for bolted
white corn meal except that cleaned
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yellow corn is used instead of cleaned
white corn.

§ 15.504 Degerminatecd white corn
meal, d~germed white corn meal; iden-
tity. (a) Degerminated white corn meal,
degermed white corn meal, is the food
prepared by pgrmding cleaned white
corn and removing bran and germ so
that:

(1) On a moisture-free basis, its crude
fiber content is less than 1.2 percent and
its fat content is less than 2.25 percenz;
and

(2) When tested by the method pre-
scribed in § 15.500 (b) (2) except that
a No. 20 standard sieve is used instead
of a No. 12 sieve, not less than 95 per-
cent passes through a No. 20 sieve, not
less than 45 percent through a No. 25
sieve, but not more than 25 percent
through No. 72 = grits gauze. Its
moisture content is not more than 15
percent.

(b) For the purposes of this section,
moisture, fat and crude fiber are deter-
mined by methods therefor referred to
in § 15.500 (b) (1)

§ 15.505 Degermznated yellow corn
meal, degermed yellow corn meal; iden-
tity. Degerminated yellow corn meal,
degermed yellow corn meal, conforms to
the definition and standard of identity
prescribed by § 15.504 for degerminated
white corn meal except that cleaned yel-
low corn is used instead of cleaned white
corn.

§ 15.506 Self-rzstng white corn meal,
identity. (a) Self-rising white corn
meal is an intimate mixture of white
corn meal, sodium bicarbonate, and the
acid-reacting substance monocalcium
phosphate. It is seasoned with salt.
When'it is tested by the method pre-
scribed in paragraph (b) of this section,
not less than 0.5 percent of carbon di-
oxide is evolved. The acid-reacting sub-
stance is added in sufficient quantity to
neutralize the sodium bicarbonate. The
combined weight of such acid-reacting
substance and sodium bicarbonate is not
more than 4,5 parts to each 100 parts of
white corn meal used.

(b) The method referred to in para-
graph (a) of this section is the method
prescribed in "Official and Tentative
Methods of Analysis of the Association
of Official Agricultural Chemists," 6th
Edition, beginning on page 208 [Ed. note,
8th edition, 1955, p. 127, sees. 7.2, 7.3)
under "Gasometri Method (2) with
Chittick's Apparatus-Official," except
that the following procedure is substi-
tuted for the procedure specified therein
under "17.6-Determmation""

Weigh 17 grams of, the official sample
into flask A, add 15-20 glass beads (4-6
mm. diameter) and connect this flask
with the apparatus (fig. 25) Open stop-
cock C and by means of the leveling
bulb E bring the displacement solution
to the 25 cc. graduation above the zero
mark. (This 25 cc. is a partial allow-
ance for the volume of acid to be used
in the decomposition.) Allow the ap-
paratus to stand 1-2 minutes to insure
that the temperature and pressure
within the apparatus are the same as
those of the room. Close the stopcock,
lower the leveling bulb somewhat to re-

duce the pressure within the apparatus,
and slowly run into the decomposition
flash from burette F 45 cc. of sulfuric
acid (1+5) To prevent the liberated
carbon dioxide from escaping through
the acid burette into the air, keep the
displacement solution in the leveling
bulb at all times during the decomposi-
tion at a lower level than that in the
gas-measuring tube. Rotate and then
vigorously agitate the decomposition
'flask for 3 minutes to mix the con-
tents intimately. Allow to stand for 10
minutes to bring to equilibrium. Equal-
ize the pressure in the measuring tube
by means-of the leveling bulb and'read
the volume of gas from the zero point on
the tube. Deduct 20 cc. from this read-
ing (this 20 cc. together with previous
allowance of 25 cc. compensates for the
45 cc. acid used in the decomposition)
Observe the temperature of the air sur-
rounding the apparatus and also the
barometric pressure and -multiply the
number of cc. of gas evolved by-the fac-
tor given in Table 44.30 [Ed. note, 8th
edition, 1955, sec. 42.29)]-Reference
Tables for the temperature and pressure
observed. Divide the corrected reading
by 100 to obtain the apparent percent
by weight of carbon dioxide in the offi-
cial sample.

Correct the apparent percent of carbon
dioxide to compensate for varying atmos-
pheric conditions by immediately assay-
ing a synthetic sample by the same meth-
od in the same apparatus.

Prepare the synthetic sample with 16.2
grams of corn meal, 0.30 gram of mono-
calcium phosphate, 0.30 gram of salt, and
a suffitient quantity of sodium bicarbon-
ate U. S. P (dried over sulfuric acid) to
yield the amount of carbon dioxide re-
covered m assay of official sample. De-
termine this quantity by multiplying
weight of carbon dioxide recovered in
assay of official sample by 1.91.

Divide the weight of carbon dioxide re-
covered from synthetic sample by weight
of carbon dioxide contained in sodium
bicarbonate used.

Divide the quotient into the apparent
percent of carbon dioxide in official sam-
ple to obtain percent of carbon dioxide
evolved from the official sample.

§ 15.507 Self-rising yellow corn meal;
identity. Self-rising yellow corn meal
conforms to the definition and standard
of identity prescribed by § 15.506 for self-
rising white corn meal except that yellow
corn meal is used instead of white corn
meal.

§ 15.508 White corn flour" identity.
(a) White corn flour is the food prepared
by so grinding and bolting cleaned white
corn that when tested by the method
prescribed m paragraph (b) (2) of this
section, not less than 98 percent passes
through a No. 50 sieve and not less than
50 percent passes through No. 70 woven-
wire cloth. Its moisture content is not
more than 15 percent. In its preparation
part of the ground corn may be removed,
but in any such case, the content (on a
moisture-free basis) of neither the crude
fiber nor fat- in the finished white corn
flour exceeds the pontent (on a moisture-
free basis) of such sfibstance in the

(b) (1) For the purpose of this section,
moisture, fat, and crude fiber are deter-
mined by methods therefor referred to In
§ 15.500 (b) (1)

(2) The method referred to In para-
graph (a) of this section Is as follows:
Weigh 5 grams of sample into a tared
truncated metal cone (top diameter 5
centimeters, bottom diameter 2 centi-
meters, height 4 centimeters), fitted at
bottom with 70-mesh wire cloth com-
plying with the specifications for No. 70
wire cloth in "Standard Specifications for
Sieves," published March 1, 1940 in L. C.
584 of the Bureau of Standards, United
States Department of Commerce. At-
tach cone to a suction flask. Wash with
150 ml. of petroleum either applied in a
small stream without suction, while
gently stirring the sample with a small
glass rod. Apply suction for 2 minutes
after washing is completed, then shako
the cone for 2 minutes with a vigorous
horizontal motion, striking the side
against the hand, and then weigh. The
decrease in weight of sample, calculated
as percent by weight of sample shall be
considered the percdnt passing through
No. 70 wire cloth. Transfer the residue
from cone to a No. 50 sieve, having a
standard 8-inch diameter full-height
frame, complying with the specifications
for wire cloth and sieve frame in said
"Standard Specifications for Sieves."
Shake for 2 minutes with a vigorous
horizontal motion, striking the side
against the hand; remove and weigh the
residue; calculate the weight of residue
as percent by weight of sample, and sub-
tract from 100 percent to obtain the per-
cent of sample passing through the No.
50 sieve.

§ 15.509 Yellow corn flour" identity,
Yellow corn flour conforms to the defini-
tion and standard of identity prescribed
by § 15.508 for white corn flour except
that cleaned yellow corn Is used instead
of cleaned white corn,

§ 15.510 Grits, corn grits, homtiny
grits; identity. (a) Grits, corn grits,
hominy grits, is the food prepared by so
grinding and sifting cleaned white corn,
with removal of corn bran and germ,
that:

(1) On a moisture-free basis its crude
fiber content is not more than 1.2 percent
and its fat content is not more than 2.25
percent; and

(2) When tested by the method pre-
scribed in paragraph (b) (2) of this sec-
tion not less than 95 percent passes
through a No. 10 sieve but not more than
20 percent through a No. 25 sieve.

(b) (1) For the purposes of this sec-
tion moisture, fat, and crude fiber are
determined by methods therefor re-
ferred to in § 15.500 (b) (1)

(2) The method referred to in para-
graph (a) of this section is as follows:
Use No. 10 and No. 25 sieves, having
standard 8-inch diameter full-height
frames, complying with the specifica-
tions for wire cloth and sieve frames In
"Standard Specifications for Sieves,"
published March 1, 1940, in L. C. 584 of
the Bureau of Standards, United States
Department of Commerce. Attach bot-
tom pan to No. 25 sieve. Fit the No. 10

cleaned corn from which it was ground. -sieve into the No. 25 sieve. Pour 100
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grams of sample into the No. 10 sieve,
attach cover and hold assembly in a
slightly inclined position, shake the
sieves by striking the sides against one
hand with an upward stroke, at the rate
of about 150 times per minute. Turn
the sieves about one-sixth of a revolu-
tion each time in the same direction
after each 25 strokes. Continue shak-
ing for 2 minutes. Weigh separately the
material remaining on the No. 10 sieve
and in the pan, and calculate each
weight as percent of sample. The per-
cent of sample passing through a No. 10
sieve shall be determined by subtracting
from 100 percent the percent remain-
ing on the No. 10 sieve. The percent of
material in the pan shall be considered
as the percent passing through a No. 25
sieve.

§ 15.511 Yellow grits, yellow corn
grits, yellow hominy grits; identity.
Yellow grits, yellow corn grits, yellow
hominy grits, conforms to the definition
and standard of identity prescribed by
§ 15.510 for grits except that cleaned yel-
low corn is used instead of cleaned white
corn.

§ 15.512 Quick grits, quick cooking
grits; identity. (a) Quick grits, quick
cooking grits are the foods, each of which
conforms to the definition and standard
of identity prescribed for a kind of grits
by H3 15.510 or 15.511, except that in
process of preparation the grits are
lightly steamed and slightly compressed
so as to fracture the particles.

(b) The name of each kind of grits
is "Quick" or "Quick cobkmg" followed
by the name of the kind of grits used
which is prescribed in the definition and
standard of identity therefor.

§ 15.513 Enriched corn meals; iaen-
tity. (a) Enriched corn meals are the
foods, each of which conforms to the
definition and standard of identity pre-
scribed for a kind of corn meal by
§§15.500 to 15.507, inclusive, except
that:

(1) It contains in each pound not less
than 2.0 mg. and not more than 3.0 mg.
of thiamine, not less than 1.2 ing. and
not more than 1.3 mg. of riboflavin, not
less than 16 mg. and not more than 24
mg. of macin or macmamide, and not
less than 13 mg. and not more than 26
mg. of iron (Fe)

(2) It may contain in each pound not
less than 250 U. S. P. units and not more
than 1,000 U. S. P. units of vitamin D;
and

(3) It may contain in each pound not
less than 500 mg. and not more than 750
mig. of calcium (Ca) Iron and calcium
may be added only in forms which are
harmless and assimilable. The sub-
stances referred to in this subparagraph
and in subparagraphs (1) and (2) of
this paragraph may be added in a harm-
less earner which does not impair the
enriched corn meal; such carner is used
only in the quantity necessary to effect
an intimate and uniform admixture of
such substances with the kind of corn
meal used. Dried yeast in quantities not
exceeding 1.5 percent by weight of the
finished food may be used.

(b) The name of each kind of en-
riched corn meal is the word "Enriched"

followed by the name of the kind of corn
meal used which is prescribed in the
definition and standard of Identity
therefor.

§ 15.514 Enriczed corn grits; identity.
(a) Enriched corn grits are the foods,
each of which conforms to the definition
and standard of identity prescribed for
grits, yellow grits, or quick coohing grits
by §§ 15.510 to 15.512, inclusive, except
that:

(1) It contains in each pound not lezs
than 2.0 mg. and not more than 3.0 mi.
of thiamine, not less than 1.2 m,-. and
not more than 1.8 mg. of riboflavin, not
less than 16 mg. and not more than 24
mg. of niacin or niacinamide, not le:s
than 13 mg. and not more than 2 mg. of
iron (Fe)

(2) It may contain In each pound not
less than 250 U. S. P. units and not more
than 1,000 U. S. P. units of vitamin D;
and

(3) It may contain in each pound not
less than 500 mg. and not more than 750
mg. of calcium (Ca) Iron and calcium
may be added only in forms which are
harmless and assimilable. The vitamins
referred to in subparagraph (1) of this
paragraph may be combined with harm-
less substances to render them insoluble
in water if the water-Insoluble products
are assimilable. The substances re-
ferred to in this subparagraph and
in subparagraphs (1) and 12) of this
paragraph may be added in a harm-
less carrier; such carrier Is used only
in the quantity necessary to effect an
intimate and uniform admixture of
such substances with the kind of corn
grits used. Dried yeast In quantities not
exceeding 1.5 percent by weight of the
finished food may be used. When the
finished food is tested by the method
prescribed in paragrap)i (c) of this sec-
tion it complies with the requirements
set forth therein.

(b) The name of each kind of en-
riched corn grits is the word "Enriched"
followed by the name of the kind of corn
grits used which Is prescribed in the dell-
nitlon and standard of Identity therefor.

(c) The method referred to In para-
graph (a) of this section is as follows:

Transfer 100 grams of enrlchcd grits
to a 2-liter Erlenmeyer flask containing
1 liter of water at 25o C. Stopper the
flask and rotate It for exactly 1,1 minute
so that the grits are kept In motion.
Allow the grits to settle for IS, minute
then pour off 850 cc. of the water along
with any floating or suspended matter.
Determine thiamine, riboflavin, niacin,
and iron in the wet grits and water re-
maining in the flask, Calculate as mg.
per pound of the grits before rins-in.
The amounts found by this procedure
are not less than 85 percent of the mini-
mum amounts of thiamine, riboflavin,
niacin, and iron prescribed by the stand-
ard for enriched grits.

PART 16--ALrzrmwny PAsS=i; Dsgxrz-
TOsN AND STAinw s O IDvfrnZ=

Sec.
10.1 Macaroni products; Identity; label

Ltatement of optional InZgrdlents.
16.2 =l: macaroni products; identity. la-

bel ctatement of optional ingre-
dlent".

10.3 Violre whst m roniproducts; dan-
tity; label -tatement of optional
ingrediento.

10A4 Wheat and noy nacaroni products;
Identity, label statement of optional
Ingredlenta.

10.0 Vcctable macaroni products; Iden-
tity; label statement of optlonzl
inredlento.

10.6 Noodle products; Identity; label state-
ment of optional ingredients.

10.7 Wheat and coy noodle products; Man-
tity; labl statement o: optional, in-

16.8 Vcgetable noodle products; identity,
label statement of optional inredl-ontu.

10.9 rnrlched macaroni product-; Identity;
.labo Gtatement of optional Ingre-

lentz.
10.10 EnrIched noodle products; Identity;

label tatement of optional Inre-
dients

Aurnonr: C§; 10.1 to 16.10 Issed undar
ce. 701 (a), 52 Stat. 1055; 21 U. S. C. 371 (a).
Interprct or apply ccc. 401, 52 Stat. 1c46, 63
Stat 4; 21 U. S. C. s4L

§ 16.1 Macaroni products; identity;
label statcmnt of optional ingredients.
(a) Macaroni products are fhe class of
food each of which is prepared by drying
formed units of dough made from semo-
lina, durum flour, farina, flour, or any
combination of two or more of these,
with water and with or without one or
more of the optional ingredients specr-
fled in subparagraphs (1) to (5), in-
clusive, of this paragraph:

(1) Egg white, frozen egg white, dried
egg white, or any two or all of these,
In such quantity that the solids thereof
is not les than 0.5 percent and not more
than 2.0 percent of the weight of the
finished food.

(2) Dodlum phosphate, In a quantity
not less than 0.5 percent and not more
than 1.0 percent of the weight of the
finished food.

(3) Onions, celery, garlic, bay leaf, or
any two or more of these, in a quantity
which se-sons the food.

(4) Salt, In a quantity which seasons
the food.

(5) Gum gluten, in such-quantity that
the protein content of the finished food
Is not more than 13 percent by weight
The finished macaroni product con-
talus not lezs than 87 percent of total
solids a determined by the method pre-
scribed in "Officlal and Tentative meth-
ods of Analysis of the Association of
Ofcini Agricultural Chemists:" Fifth
Edition, 1940, page 235 [Ed. note, 8th
edition, 1955, p. 230. sec. 13.109], under
'Tacuum Oven 1M1ethod-Official.

(b) Mcaroni is the macaroni prod-
net the units of which are tube-shaped
and more than 0.11 inch but not more
than 0.27 inch In diameter.
(c) Spaghetti is the macaroni prod-

uct the units of which are tube-shaped
or cord-shaped (not tubular) and more
than 0.00 inch but not more than 0.11
inch in diameter.
(d) Vermicelli is the macaroni product

the units of which are cord-shaped (not
tubular) and not more than 0.06 inch
In diameter.
(e) The name of each food for which

a definition and standard of Identity is
prescrlbed by this section Is "'Macaroni
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Product" or alternately, the name is
"Macaroni," "Spaghetti," or "Vern-
celli," as the case may be, when the units
of the food are of the shapes and sizes
specified in paragraph (b) (c) or (d)
respectively, of this section.

(f) (1) Whenl disodium phosphate is
used the label shall bear the statement
"Disodium phosphate added for quick
cooking."

(2) When any ingredient specified in
paragraph (a) (3) of this section is used
the label shall bear the statement "Sea-.
soned with ----- "the blank being filled
in with the common name of the ingre-
dient; or in the case of bay leaves the
statement "Spiced," "Spice added," or
"Spiced with bay leaves."

(3) Wherever the name of the food
appears on such label so conspicuously as
to be easily seen under customary condi-
tions of purchase, the words and state-
ments prescribed in this section, showing
the optional ingredients used shall im-
mediately and conspicuously precede or
follow, or in part precede and in part
follow, such name without intervening
written, prijited, or other graphic matter.

§ 16.2 Milk macaroni products; iden-
tity; label statement o1 optional ingre-
dients. (a) Milk macaroni products are
the class of food each of which conforms
to the definition and standard of iden-
tity, and is subject to the requirements
for label statement of optional ingredi-
ents, prescribed for macaroni products
by § 16.1 (a) and (f) (2) and (3) except
that:

(1) Milk is used as the sole moisten-
ing ingredient in preparing the dough; or
in lieu of milk one or more of the milk
Ingredients specified in paragraph (f) of
this section is used, with or without
water, in such quantity that the weight
of milk solids therein is not less than 3.8
percent of the weight of the finished milk
macaroni product; and

(2) None of the optional ingredients
permitted by § 16.1 (a) (1) and (2) is
used. When the optional ingredient gum
gluten (§ 16.1 (a) (5)) is added, the
quantity is such that the protein derived
therefrom, together with the protein de-
rived from semolina, durum flour, farina,
flour, or any combination of these used,
does not exceed 13 percent of the weight
of the finished food.

(b) Milk macaroni is the milk mac-
aronf product the units of which con-
form to the specifications of shape and
size prescribed for macaroni by § 16.1
(b)

(c) Milk spaghetti is the milk mac-
aroni product the units of wich con-
form to the specifications of shape and
size prescribed for spaghetti by § 16.1
(c)
(d) Milk vermicelli is the milk mac-

aroni product the units of which con-
form to the specifications of shape and
size prescribed for vermicelli by § 16.1
(d)

(e) The name of each food for which
a definition and standard of identity is
prescribed by this section is "Milk Mac-
aroni Product"" or alternatively, the
name is "Milk Macaroni," "Milk Spa-
ghetti," or "Milk Vermicelli," as the case
may be, when the units of the food com-
ply with the requirements of paragraph

(b) (c), or (d) respectively, of this
section.

(f) The milk ingredients referred to
in paragraph (a) (1) of this section are
concentrated milk, evaporated milk,
dried milk, and a mixture of butter with
skim milk, concentrated skim milk,
evaporated skim milk, defatted milk
solids (dried skim milk) or any two or
more of these, in such proportion that
the weight of nonfat milk solids in such
mixture is not more than 2.275 times
the weight of milk fat therein.

§ 16.3- Whole wheat macaroni prod-
ucts; identity; label statement of op-
tional ingredients. (a) Whole wheat
macaroni products are the class of food
each of which conforms to the definition
and standard of identity, and is subject
to the requirements for label statement
of optional ingredients, prescribed for
macaroni products by § 16.1 (a) and (f)
(2) and (3) except that:

(1) Whole wheat flour or whole durum
wheat flour or both are used as the sole
wheat ingredient; and

(2) None of the optional ingredients
permitted by § 16.1 (a) (1) (2) and (5)
is used.

(b) Whole wheat macaroni is the
whole wheat macaroni product the units
of which conform to the specifications of
shape and size prescribed for macaroni
by § 16.1 (b)

(c) Whole wheat spaghetti is the
whole wheat macaroni product the units
of which conform to the specifications of
shape and size prescribed for spaghetti
by § 16.1 (c)

(d) Whole wheat vermicelli is the
whole wheat macaroni product the units
of which conform to the specifications
of shape and size prescribed for ver-
micelli by § 16.1 (d)

(e) The name of each food for which
a definition and standard of identity is
prescribed by this section is "Whole
Wheat Macaroni Product"* or alter-
natively, the name is "Whole Wheat
Macaroni," "Whole Wheat Spaghetti," or
"Whole Wheat Vermicelli," as the case
may be, when the units of the food com-
ply with the requirements of paragraph
(b) (c) or (d) respectively, of this
section.

§ 16.4 Wheat and soy macaroni prod-
ucts; identity; label statement of op-
tional ingredients. (a) Wheat and soy
macaroni products are the class of food
each of which conforms to the definition
and standard of identity, and is subject
to the requirements for label statement
of optional ingredients, prescribed for
macaroni products by § 16.1 (a-) and (f)
(2) and (3) except that:

(1) Soy flour is added in a quantity
not less than 12.5 percent of the com-
bined weight of the wheat and soy in-
gredients used (the soy flour used is
made from heat-processed, dehulled soy-
beans, with or Without the removal of
fat therefrom) and

(2) None of the optional ingredients
permitted by § 16.1 (a) (1) and (2) is
used. When the optional ingredient gum
gluten (§16.1 (a) (5)) is added, the
quantity is such that the protein derived
therefrom, together with the protein de-
rivdd from semolina, durum flour, farina,

flour or any combihation of-these ur-:l,
does not exceed 13 percent of the weliht
of tle finished food.

(b) Wheat and soy macaroni Is the
wheat and soy macaroni product the
units of which conform to the specifica-
tions of shape and size prescribed for
macaroni by § 16.1 (b)
(c) Wheat and soy spaghetti is the

wheat and soy macaroni product the
units of which conform to the specifica.
tions of shape and size prescribed for
spaghetti by § 16.1 (c)

(d) Wheat and soy vermicelli is the
wheat and soy macaroni product the
units of which conform to the specifica-
tions of shape and size prescribed for
vermicelli by .16.1 (d)

(e) The name of each food for which
a definition and standard of identity is
prescribed by this section is "Wheat and
Soy Macaroni Product," "Wheat and
Soybean Macaroni Product," d ........
and Soy Macaroni Product," or .......
and Soybean Macaroni Product," the
blank in each instance being filled in
with the name whereby the wheat in-
gredient used is designated In § 16.1 (a)
or alternatively, the name is "Wheat and
Soy Macaroni," "Wheat and Soybean
Macaroni," "- and Soy Macaroni,"
or --------.and Soybean Macaroni" when.
the units of the food comply with
the requirements of paragraph (b) of
this section; or "Wheat and Soy Spa-
ghetti," "Wheat and Soybean Spa-
ghetti," " - and Soy Spaghetti," or

-and Soybean Spaghetti" when
such units comply with the require-
ments of paragraph (c) of this section;
or "Wheat and Soy Vermicelli," "Wheat
and Soybean Vermicelli," " --- and
Soy Vermicelli," or " ------- and Soybean
Vermicelli" when such units comply with
the requirements of paragraph (d) of
this section, the blank in each Instance
.being filled in with the name whereby
the wheat Ingredient used Is designated
in § 16.1 (a)

§ 16.5 Vegetable macaroni products,
identity; label statement of optional In-
gredients. (a) Vegetable macaroni prod-
ucts are the class of food each of which
conforms to the definition and standard
of identity, and Is subject to the require-
ments for label statement of optional
ingredients, prescribed for macaroni
products by § 16.1 (a) and () (2) and
(3) except that:

(1) Tomato (of any red variety), arti-
choke, beet, carrot, parsley, or spinach
is added In such quantity that the solids
thereof is not less than 3 percent by
weight of the finished vegetable mace-
ren product (the vegetable used may be
fresh, canned, dried, or In the form of
puree or paste), and

(2) None of the optional ingredients
permitted by § 16.1 (a) (1) and (2) Is
used. When the optional ingredient gum
gluten (§16.1 (a) (5)) Is added, the
quantity is suchthat the protein derived
therefrom, together with the protein de-
rived from the semolina, durum flour,
farina, flour or any combination of these
used, does not exceed 13 percent of the
wreight of the finished food.

(b) Vegetable macaroni is the vege-
table macaroni product the units of
which conform to the specifications of
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shape and size prescribed for macsroni
by § 16.1 (b)

(c) Vegetable spaghetti is the vege-
table macaroni product the units of
which conform to the specifications of
shape and size prescribed for spaghetti
by § 16.1 (c)

(d) Vegetable vermicelli is the vege-
table macaroni product, the units of
which conform to the specifications of
shape and size prescribed for vermicelli
by § 16.1 (d)
(e) The name of each food for which

a definition and standard of identity is
prescribed by this section is "..... LIac-
arom Product," the blank being filled in
with the name whereby the vegetable
used is designated in paragraph (a) of
this section; or alternatively, the name is
--- Macaroni," Spaghetti,"
or " Vermicelli," as the case may
be, when the units of the food comply
with the requirements of paragraph (b)
(c) or (d) respectively, the blank m
each instance being filled in with the
name whereby the vegetable used is des-
ignated in paragraph (a) of this section.

§ 16.6 Noodle products; identity;
label statement of optional ingredients.
(a) Noodle products are the class of food
each of which is prepared by drying
formed units" of dough made from semo-
lina, durum flour, farina, flour, or any
combination of two or more of these,
with liquid eggs, frozen eggs, dried eggs,
egg yolks, frozen yolks, dried yolks, or any
combination of two or more of these,
with or without water and with or with-
out one or more of the optional ingredi-
ents specified in subparagraphs (1)
to (3) inclusive:
(1) Onions, celery, garlic, bay leaf, or

any two or more of these, in a quantity
which seasons the food.

(2) Salt, in a quantity which seasons
the food.

(3) Gum gluten, in such quantity that
the protein derived therefrom, together
with the protein derived from semolina,
durum flour, farina, flour or any combi-
nation of these used, does not exceed 13
percent of the weight of the inished
food.
The finished noodle product contains
not less than 87 percent of total solids
as determined by the method prescribed
in "Official and Tentative Methods of
Analysis of the Association of Official
Agricultural Chemists," Fifth Edition,
1940, page 235 [Ed. note, 8th edition,
1955, p. 230, see. 13.1091, under 'Tacuum
Oven Method-OfficiaL" The total solids
of noodle products contains not less than
5.5 percent by weight of the solids of
egg, or egg yolk.
(b) Noodles, egg noodles, is the needle

product the units of which are ribbon-
shaped.
(c) Egg macaroni is the noodle prod-

uct the units of which are tube-shaped
and more than 0.11 inch but not more
than 0.27 inch in diameter.
(d) Egg spaghetti is the noodle prod-

uct the units of which are tube-shaped
or cord-shaped (not tubular) and more
than 0.06 inch but not more than 0.11
inch in diameter.
(e) Egg vermicelli is the noodle prod-

uct the units of which are cord-shaped
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(not tubular) and not more than 0.06
inch in diameter.

(f) The name of each food for which
a definition and standard of Identity is
prescribed by this section is "Noodle
Product" or "Egg Noodle Product"; or
alternatively, the name Is "Noodles" or
"Egg Noodles," 'Eg Macaroni," "Egg
Spaghetti," or "Egg Vermicelli," as the
case may be, when the units of the food
are of the shapes and sizes specified in
paragraph (b) (c) (d), or (e), rzpec-
tively, of this section.

(g) When any ingredient specified in
paragraph (a) (1) of this section I, used,
the label of the noodle product shall bear
the statement "Seasoned with .
the blank being filled in with the com-
mon name of the ingredient; or n the
case of bay leaves the statement
"Spiced," "Spice added," or "Spiced with
bay leaves."

(h) Wherever the name of the food
appears on such label so conspicu-
ously as to be easily seen under custom-
ary conditions of purchase, the words
and statements prescribed in this sec-
tion, showing the Ingredients ued shall
immediately and conspicuously precede
or follow, or in part precede and in part
follow, such name without Intervening
written, printed, or other graphic matter.

§ 16.7 Wheat and soy noodle prod-
ucts; identity; label statement of op-
tional ingredients. (a) Wheat and soy
noodle products are the class of food
each of which conforms to the definition
and standard of Identity, and Is subject
to the requirements for label statement
of optional ingredients, prescribed for
noodle products by § 16.6 (a) and (g),
except that soy flour is added in a quan-
tity not less than 12.5 percent of the
combined weight of the wheat and soy
ingredients used (the soy flour used Is
made from heat-processed, dehulied soy-
beans, with or without the removal of fat
therefrom)

(b) Wheat and soy noodles, wheat and
soy egg noodles, is the wheat and soy
noodle product the units of which are
ribbon-shaped.

(c) Wheat and soy egg macaroni Is
the wheat and soy noodle product the
units of which conform to the speciflca-
tions of shape and size prescribed for
egg macaroni by § 16.6 (c)

(d) Wheat and soy egg spaghetti is
the wheat and soy noodle product the
units of which conform to the specifica-
tions of shape and size prescribed for egg
spaghetti by § 16.6 (d)

(e) Wheat and soy egg vermicelli Is
the wheat and soy noodle product the
units of which conform to the specifica-
tions of shape and size prescribed for
egg vermicelli by § 16.6 (e).

(f) The name of each food for which
a definition and standard of Identity Is
prescribed by this section is 'Wheat and
Soy Noodle Product," 'Wheat and Soy
Egg Noodle Product," 'Wheat and Soy-
bean Noodle Product," 'Wheat and Soy-
bean Egg Noodle Product," "___. and
Soy Noodle Product," ". and Soy
Egg Noodle Product," "_.. and Soy-
bean Noodle Product," or "_.._ and
Soybean Egg Noodle Product," the blauk
in each instance being filled In with the
name whereby the wheat ingredient used
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is designated in § 16.6 (a), or alter-
natively, the name Is '"Wheat and Soy
Noodles," '"Wheat and Soy Egg Noodles,"
"Wheat and Soybean Noodles," "Wheat
and Soybean Egg N edles," " and
Soy Noodles," " _and Soy Egg
Noodles," '__ and Soybean Nodles,"
or".. and Soybean Egg :Noodles'"
when the units of the food comply with
the requirements of paragraph (b) of
this section; or "Wheat and Soy Egg

facaroni," "Wheat and Soybean Egg
Macaroni," " - and Soy Egg Maca-
ronl," or "_. _ and Soybean Egg Maca-
roni" when such units comply with the
requirements of paragraph (c) of this
section; or "Wheat and Soy Egg Spa-
ghetti," "Wheat and Soybean Egg Spa-
ghetti," "..... and Soy Egg Spaghetti,"
or " and Soybean Egg Spaghetti"
when such units comply with the re-
quirements of paragraph (d) of this sec-
tion; or "Wheat and Soy Egg Vermicelli,"
"Wheat and Soybean Egg Vermicelli,"
".... and Soy Egg Vermicelli,' or
"... and Soybean Egg Vermicelli,"
when such units comply with the re-
quirements of paragraph (e) of this sec-
tion, the blank in each instance being
filled in with the name whereby the
wheat ingredient used is designated in
§ 16.6 (a)

§ 16.8 Vegetable noodle products;
identity; label statement of optional in-
gredients. (a) Vegetable noodle prod-
ucts are the class of feed each of which
conforms to the definition and standard
of Identity, and Is subject to the require-
ments for label statement of optional in-
gredients, prescribed for noodle products
by § 16.6 (a) and (g), except that tomato
(of any red variety), artichohe, beet, car-
rot, parsley, or spinach is added in such
quantity that the solids thereof is not
less than 3 percent by weight of the
finished vegetable noodle product (the
vegetable used may be fresh, canned,
dried, or in the form of puree or paste)

(b) Vegetable noodles, vegetable eg
noodles, is the vegetable noodle product
the units of which are ribbon-shaped.

(c) Vegetable egg macaroni is the veg-
table noodle product the units of which
conform to the specifications of shape
and size prezcrlbed for egg macaroni by
§ 16.6 (c)

(d) Vegetable egg spaghettiis the veg-
etable noodle product the units of which
conform to the specifications of shape
and size prescribed for egg spaghetti by
§16.6 (d).

(e) Vegetable egg vermicelli is the
vegetable noodle product the units of
which conform to the specifications of
shape and size prescribed for egg vermi-
cell! by § 16.6 (e)

(f) The name of each food for which
a definition and standard of identityis
prezcrlbed by this section is "
Noodle Product" or " Egg Noodle
Product," the blank being filled in with
the name whereby the vegetable used is
designated in paragraph (a) of this sec-
tion; or alternatively, the name is "_--
Noodles" or "  Egg Noodles,"
". Egg Macaronf," I Egg
Spaghetti," or '" Egg Vermicelli"
as the case may be, when the units of the
food comply with the requirements of
paragraph (b), (c), (d), or (e), respec-
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tively, the blank in each instance being
filled in with the name-whereby the vege-
table is designated in paragraph (a) of
this section.

§ 16.9 Enriched macaroni products;
identity; label statement of optional in-
gredients. (a) Enrichedmacaroni prod-
ucts are the class of food each of which
conforms to the definition and standard
of identity, and is subject to the require-
ments for label statement of optional
ingredients, prescribed for macaroni
products by § 16.1 (a) and (f), except
that:

(1) Each such food contains in each
pound not less than 4 mg. and not more
than 5 mg. of thiamine, not less than 1.7
mg. and not more than 2.2 mg. of ribo-
lavin;not less than 27 rag. and not more

than 34 mg. of niacin or nacinanide,
ond not less than 13 mg. and not more
than 16.5 mg. of iron (Fe),

(2) Each such food may also contain
as an optional ingredient added vitamin
D in such quantity that each pound of
the finished food contains not less than
250 U. S. P. units and not more than
1000 U. S. P units of vitamin D;

(3) Each such food may also contain
as an optional ingredient added calcium
in such quantity that each pound of the
finished food contains not less than 500
mg. and not more than 625 ng. of cal-
cium (Ca)

(4) Each such food may also contain
as an optional ingredient partly defatted
wheat germ but the amount thereof does
not exceed 5 percent of the weight of the
finished food;

(5) Each such food may-be supplied,
wholly or in part, with the prescribed
quantity of any substance referred to in
subparagraphs (1) (2) and (3) of tis
paragraph through the use of dried
yeast, partly defatted wheat germ, en-
riched farina or enriched flour, or
through, the direct additions of any of
the substances prescribed in subpara-
graphs (1), and (2) and (3)
Iron and calcium may be added only
in forms which are harmless and assim-
ilable. The substances referred to in
subparagraphs (1) and (2) of this para-
graph may be added in a harmless car-
rier which does not impair the enriched
macaroni product, such carrier being
used only in the quantity reasonably
necessary to effect an intimate and un-
form distribution of such substances in
the finished enriched macaroni product.

(b) Enriched macaroni is the en-
riched macaroni product the units of
which conform to the specifications of
shape and size prescribed for macaroni
by § 16.1 (b)

(c) Enriched spaghetti is the enriched
macaroni product the units of which
conform to the specifications of shape
and size prescribed for spaghetti by
§ 16.1 (c)

(d) Enriched vermicelli Is the en-
riched macarom product the units of
which conform to the specifications of
shape and size prescribed for vermicelli
by § 16.1 (d)

(e) The name of each food for which
a definition and standard of identity is
prescribed by this section is "Enriched
Macaroni Product"" or alternatively, the
name is "Enriched Macaroni," "Enriched

Spaghetti," or "Enriched Vermicelli," as
the case may, be, when the units of the
food comply with the requirements, of
paragraphs (b), (c), or (d) respectively
of this section.

§ 16.10 Enriched noodle products;
identity; label statement of opti'onal
ingredients. (a) Enriched noodle prod-
ucts are the class of food each of which
conforms to the definition and standard
of identity, and is subject to the require-
ments for label statement of optional
ingredients, prescribed for noodle prod-
ucts by § 16.6 (a) and (g) except that:

(1) Each such food contains m each
pound not less than 4 mg. and not more
than 5 mg. of thiamine, not less than 1.7
mag. and not more than 2.2 mg. of ribo-
flavin, not less than 27 mg. and not more
than 34 mag. of macin or niacinamide,
and not less than 13 mg. and not more
than 16.5 mg. of iron (Fe)

(2) Each such food may also contain
as an optional ingredient added vitamin
D in such quantity that each pound of
the finished food contains not less than
250 U. S. P. units and not more than
1000 U. S. P. units of vitamin D-

(3) Each such food may also contain
as an optional ingredient added calcium
in such quantity that each pound of the
finished food contains not less than 500
rag. and not more than 625 mg. of cal-
cium (Ca)

(4) Each such food may also contain
as an optional ingredient partly defatted
wheat germ, but the amount thereof does
not exceed 5 percent of the weight of the
finished food;

(5) Each such food may be supplied,
wholly or m part, with the prescribed
quantity of any substance referred to in
subparagraphs (1) (2) and (3), of this
paragraph through the use of dried
yeast, partly defatted wheat germ, en-
riched farina or enriched flour, or
through the direct additions of any of
the substances prescribed in subpara-
graphs (1), (2), and (3).

ron and calcium may be added only
in forms which are harmless and assim-
ilable. The substances referred to in
subparagraphs (1) and (2) of this para-
graph may be added in a harmless car-
ner which does not impair the enriched
noodle product, such carrier being used
only in the quantity reasonably neces-
sary to effect an intimate and uniform.
distribution of such substances in the
finished enriched noodle product.

(b) Enriched noodles, enriched egg
noodles are the enriched noodle products
the units of which conform to the speci-
fications of shape and size prescribed for
noodles in § 16.6 (b)

(c) Enriched egg macaroni is the en-
riched noodle product the units of which
conform to the -specifications of shape
and size prescribed for egg macaroni in
§ 16.6 (c)

(d) Enriched egg spaghetti is the en-
riched noodle product the units of which
conform to the specifications of shape
'and -size prescribed for egg spaghetti in
§ 16.6 (d1.

(e) Enriched egg vermicelli is the en-
rIched noodle product the units of which
conform to the specifications of shape
and size prescribed for egg vermicelli in
§ 16.6 (e)

(f) The name of each food for which
a definition and standard of Identity Is
prescribed by this section Is "Enriched
Noodle Product" or "Enriched Egg
Noodle Product"; or alternatively, the
name is "Enriched Noodles," or "En-
riched Egg Noodles," "Enriched Egg
Macaroni," "Enriched Egg Spaghetti," or
"Enriched Egg Vermicelli," as the case
may be, when the units of the food com-
ply with the requirements of paragraphs
(b) (c), (d), or (e) respectively of this
section.

PART 17-BAXERY PRODUCTS; DEFINITIONS
AND STANDARDS OF IDENTITr

sec.
17.1 Bread, white bread, and rolls, white

rolls, or buns, white buns; identity:
label statement of optional ingredi-
ents.

17.2 Enriched bread and enriched rolls or
enriched buns; Identity; label state-
ment of optional IngredientS.

17.3 Milk bread and mlllk rolls or milk buns:
identity; label statement of optional
ingredients.

17.4 Raisin bread and raisin rolls or raisin
buns; identity; label statement of
optional ingredients.

17.5 Whole wheat bread, graham bread, en-
tire wheat bread, and whole wheat
rolls, graham rolls, entire wheat rolls,
or whole wheat buns, graham bunts,
entire wheat buns; identity; label
statement of optional ingredients,

Avorry: 19 17.1 to 11.5 issued under 63.
Stat. 1043, 1055, 68 Stat. 54; 21 U. S. 0. 841,
371.

§ 17.1 Bread, white bread, and rolis,
white rolls, or buns, white buns; identity;
label statement of optional ingredients.
(a) Each of the foods bread, white bread,
rolls, white rolls, buns, white buns Is pre-
pared by baking a kneaded yeast-leav-
ened dough, made by moistening flour
with water or with one or more of the
optional liquid Ingredients specified ti
this section or with any mixture of water
and one or more of such Ingredients,
The term "flour," unqualified, as used In
this section, Includes flour, bromated
flour, and phosphated flour. The potas-
sium bromate in any bromated flour used
and the monocalclum phosphate In any
Phosphated flour used shall be deemed to
be optional Ingredients in the bread or
rolls. Each of such foods Is seasoned
with salt, and in its reparaton one or
more of the optional Ingredients pre-
scribed by subparagraphs (1) to (14),
inclusive, of this paragraph may be used:

(1) Shortening, In which or In con-
Junction with which may be used
lecithin, mono- and diglycerides of fat-
forming fatty acids (except laurlo acid),
or diacetyl tartaric acid esters of mono-
and diglycerides of fat-forming fatty
acids (except laurle acid), or a combina-
tion of two or more of these. The total
weight of mend- and diglycerides, Inolud-
Ing diacetyl tartaric acid esters of mono-
and diglycerides of fat-forming fatty
acids, used does not exceed 20 percent by
weight of the combination of such a
preparation and the shortening, and the
total amount of monoglycerlde In such
mixture does not exceed 8 percent by
'weight of the combination; but if puri-
fied or concentrated monoglycerlde Is
used the amount of such a preparation
does not exceed 10 percent by weight of
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the combination of such preparation and
the shortening. For the purposes of this
section the lecithin may include related
phosphatides derived from the corn or
soya-bean oil from which the lecithin
was obtained.

(2) Milk, concentrated milk, evapo-
rated milk, sweetened condensed milk,
dried milk, skin milk, concentrated skn
milk, evaporated skim milk, sweetened
condensed partly skimmed milk, sweet-
ened condensed skn milk, nonfat dry

ilk solids, or any combination of two
or more of these; except that any such
ingredient or combination, together with
any butter and cream used, is so limited"
in quantity or composition as not to meet
the requirements for milk or dairy ingre-
clients prescribed for milk bread by § 17.3.

(3) Buttermilk, concentrated butter-
milk, dried buttermilk, sweet cream but-
termilk, concentrated sweet cream
buttermilk, dried set cream butter-
milk, cheese whey, concentrated cheese
whey, dried cheese whey, milk proteins,
or any combination of two or more of
these.

(4) Liquid eggs, frozen eggs, dried
eggs, egg yolks, frozen egg yolks, dried
yolks, egg white, frozen egg white, dried
egg white, or any combination of two or
more of these.

(5) Sugar, invert sugar (in congealed
or sirup form) light-colored brown
sugar, refiner's sirup, dextrose, honey,
corn sirup, glucose sirup, dried corn
sirup, dried glucose sirup, nondiastatic
malt sirup, nondiastatic dried malt sirup,
molasses (except blackstrap molasses)
or any combination of two or more of
these.

(6) Malt sirup, dried malt sirup,
malted barley flour, malted wheat flour,
each of which is diastatically active;
harmless preparations of enzymes ob-
tamed from Aspergillus oryzae, or any
combination of two or more of these.

(7) Inactive dried yeast of the genus
Saccharomyces cerevisiae; but the total
quantity thereof is not more than 2 parts
for each 100 parts by weight of flour
used.

(8) Harmless lactic-acid producing
bacteria.

(9) Corn flour (including finely
ground corn meal) potato flour, rice
flour, wheat starch, cornstarch, milo
starch, potato starch, sweet potato
starch (any of which may be wholly or
in part dextrinized) dextrmnized wheat
flour, soy flour, or any combination of
two or more of these; but the total
quantity thereof is not more than 3 parts
for each 100 parts by weight of flour
used.

(10) Ground dehulled soybeans,
which may be heat-treated and from
which oil may be removed, but which
retain enzymatic activity; but the quan-
tity thereof is not more than 0.5 part
for each 100 parts by weight of flour
used.

(11) Calcium sulfate, calcium lactate,
calcium carbonate, dicalcium phosphate,
ammonium phosphates, ammomum sul-
fate, ammonium chloride, or any com-
bination of two or more of these; but the
total quantity of such ingredients is not
more than 0.25 part for each 100 parts
by weight of flour used.
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(12) Potassium bromate, potassium
Iodate, calcium peroxide, or any combi-
nation of two or more of these; but the
total quantity thereof (including the
potassium bromate in any bromated
flour used) is not more than 0.0075 part
for each 100 parts by weight of flour
used.

(13) (1) Monocalclum phosphate, but
the total quantity thereof, including the
quantity in any phosphated flour used
and any quantity added, is not more
than 0.75 part by weight for each 100
parts by weight of flour used.

(ii) A vinegar, in a quantity equiva-
lent in acid strength to not more than 1
pint of 100-grain distilled vinegar for
each 100 pounds of flour used; or

(ill) Calcium proplonate, sodium pro-
plonate, or any mixture of these, but the
total quantity thereof is not more than
0.32 part for each 100 parts by weight
of flour used; or
(iv) Sodium diacetate, but the quan-

tity thereof is not more than 0.4 part for
each 100 parts by weight of flour used; or

(v) Lactic acid, in such quantity that
the pH of the finished bread is not lez3
than 4.5.

(14) Spice, with which may be In-
cluded spice oil and spice extract,
Each of such foods contains not less than
62 percent of total solids, as determined
by the method prescribed in "Offii al
Methods of Analysis of the Ac.-ocLatlon
of Official Agricultural Chemists," Sev-
enth Edition, 1950, page 209, section 13.70,
under "Total Solids in an Entire Loaf of
Bread," [Ed. note, 8th Ed., 1955, p. 222,
sec. 13.72], except that if the baked unit
weighs 1 pound or more one entire unit
is used for the determination, and If the
baked unit weighs less than 1 pound, such
number of entire units as weigh 1 pound
or more is used for the determination.

(b) Bread, white bread is baked In
units each of which welghs one-half
pound or more after cooling. Rolls,
white rolls, and buns, white buns are
baked in units each of which weighs
less than one-half pound after cooling.

(c) (1) When any optional ingredient
permitted by paragraph (a) (13) of this
section is used, except a vinegar and
except monocalcum phosphate in a
quantity less than 0.25 part for each 100
parts by weight of flour, the label shall
bear the statement ". added to
retard spoilage," the blank being filled
in with the name by which the ingredient
used is designated in such paragraph.

(2) When an optional ingredient per-
mitted by paragraph (a) (14) of this
section is used, the label shall bear the
statement "spiced" or "spice added" or
"with added spice"; but In lieu of the
word "spice" In such statements, the
common or usual name of the spice may
be used.

(3) Wherever the name of the food
appears on the label so conspicuously as
to be easily seen under customary con-
ditions of purchase, the w ords and state-
ments specified in this paragraph shall
immediately and conspicuously precede
or follow such name, without intervening
written, printed, or graphic matter.

§ 17.2 Enrfched bread and enriched
rolls or enriched buns; identity; label
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statement of oi tional ingredients. (a)'
Each of the foods enriched bread, en-
riched rolls, enriched buns conforms to
the definition and standard of identity
and is subject to the requirements for
label statement of optional ingredients,
prescribed for bread by § 17.1 (a) and
(c), except that:

(1) Each such food contains in each.
pound not less than 1.1 milligrams and
not more than 1.8 milligrams of thia-
mine, not lezs than 0.7 milligram and not
More than 1.6 milligrams of riboflavin,
not IF-= than 10.0 milligrams and not
more thnn 15.0 milligrams of niacin or
niacinamide, and not less than 8.0 milli-
grams and not more than 12.5 milli-
grams of iron (Fe).

(2) Each such food may also contain
as an optional ingredient added vitamin
D in such quantity that each pound of
the finished fod contains not less than
150 United States Pharmacopeia units
and not more than 750 United States
Pharmacopela units of vitamin D.

(3) Each such food may also contain
as an optional ingredient added harmless
calcium salts in such quantity that each
pound of the finished food contains not
less than 300 milligrams and not more
than 800 milligrams of calcium (Ca).

(4) Each such food may also contain
as an optional Ingredient wheat germ or
partly defatted wheat germ; but the
total quantity thereof, including" any
wheat germ or partly defatted wheat
germ in ,my enriched flour used, is not
more than 5 percent of the flour Ingre-
dient,.

(5) Enriched flour may be used, in
whole or In part, instead of flour.

(6) The limitationprescrlbed by § 17.1
(a) (2) on the quantity and composition
of =ilk and dairy ingredients does not
apply.
As used In this section, the term "flour,"
unqualifled, includes bromated flour and
phosphated flour; the term "enriched
flour" includes enriched bromated flour.
The prescribed quantity of any substance
referred to in subparagraphs (1), (2)
and (3) of this paragraph may be sup-
blied, or partly supplied, throuzh the use
of enriched flour; through -the direct
addition of such substance under the
conditions permitted by § 15.10 of this
chapter for supplying= such substance in
the preparation of enriched flour;
through the use of any Ingredient con-
taining such substance, which ingredient
is required or permitted by § 17.1 (a)
within the limits, if any, prescribed by
such section, as modified by subpara-
graph (6) of this paragraph; through the
use of vheat germ; or through any two
or more of such methods.

(b) Enriched bread Is baked in units
each of which weighs one-half pound or
more after cooling. Enriched rolls or
enriched buns are baked in units each of
which weighs lezs than one-half pound
after cooling.

§ 17.3 Z:I: bread and mil- rorls or
milL: buns; fdenttu,; label statement of
optional ingredients. (a) Each of the
foods milk bread, milk rolls, milk buns
conforms to the definition and standard
of Identity, and is subject to the require-
ments for label statement of optional
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ingredients, prescribed for bread and
rolls by buns by § 17.1 (a) and (c), except
that:

(1) Milk is used as the sole moistening
ingredient in preparing the dough; or m
lieu of milk one or more of the dairy in-
gredients prescribed in paragraph (c) of
this section is used, with or without
water, in a quantity containing not less
than 8.2 parts by weight of milk solids
for each 100 parts by weight of flour used
(including any bromated flour or phos-
phated flour used)

(2) No ingredient permitted by § 17.1
(a) (3) is used.

(b) Milk bread .s baked in units each
of which weighs one-half pound or more
after cooling. Milk rolls or milk buns
are baked in units each of which weighs
less than one-half pound after cooling.

(e) The dairy ingredients referred to
in paragraph (a) (1) of this section are
concentrated milk, evaporated milk,
sweetened condensed milk, dried milk,
and a mixtu-e of butter or cream or both
with skim milk, concentrated skim milk,
evaporated skim milk, sweetened con-
densed skim milk, sweetened condensed
partly skimmed milk, 'onfat dry milk
solids, or any two or more of these, in
such proportion that the weight of non-
fat milk solids in such mixture is not
more than 2.3 times and not less than 1.2
times the weight of the milk fat therein.

§ 17.4 Raisin bread and raisin rolls or
raisin buns; identity; label statement of
optional ingredients. (a) Each of the
foods raisin bread, raisin rolls, raisin
buns conforms to the definition and
standard of identity, and is subject to
the requirements for label statement of
optional ingredients, prescribed for bread
and rolls or buns by § 17.1 (a) and (c)
except that:

(1) Not less than 50 parts by weight of
seeded or seedless raisins are used for
each 100 parts by weight of flour used
(including any bromated flour or phos-
phated flour used)

(2) Water extract of raisins may be
used, but not to replace raisins.

(3) The baked units may bear icmg
or frosting.

(4) The limitation prescribedby§ 17.1
(a) (2) on the quantity and composition
of dairy ingredients does not apply.

(5) In determimng its total solids, in-
stead of following the direction "Grind
sample just to pass 20-mesh sieve" (Offi-
cial Methods of Analysis of the Asso-
ciation of Official Agricultural Chemists,
Seventh Edition, 1950, page 209, section
13.70 [Ed. Note, 8th Ed., 1955, p. 222,
sec. 13.72], under "Total Solids in an
Entire Loaf of Bread") comminute the
sample by passing it twice through a
food chopper.

(b) Raisin bread is baked in units
each of which weighs one-half pound
or more after cooling. Raisin rolls or
raisin buns are baked in units each of
which weighs less than one-half pound
after cooling.

§ 17.5 Whole wheat bread, graham
bread, entire wheat bread, and whole
wheat rolls, graham rolls, entire wheat
rolls, or whole wheat buns, graham buns,
entire wheat buns; identity; label state-
ment of optional ingredients. (a)
Each of the foods whole wheat bread,

graham bread, entire wheat bread, whole
wheat rolls, graham rolls, entire wheat
rolls, whole wheat buns, graham buns,
entire wheat buns conforms to the deft-
nition and standard of identity, and is
subject to the requirements for label
statement of optional ingredients, pre-
scribed for bread, rolls, and buns by
§ 17.1 (a) and (e) except that:

(1) The dough is made with whole
wheat flour, and no flour is used therein.

(2) The limitation prescribed by § 17.1
(a) (2) on the quantity and composition
of dairy ingredients does not apply.

(3) The total weight of calcium pro-
pionate, sodium propionate, or mixtures
of these used is not more than 0.38 part
for each 100 parts by weight of the whole
wheat flour used.
As used in this section, the term
"flour," unqualified, includes flour, en-
riched flour, bromated flour, enriched
bromated flour, and phosphated flour;
the term "whole wheat flour" includes
whole wheat flour and bromated whole
wheat flour. The potassium bromate in
any bromated whole wheat flour -used
shall be deemed to be an optional in-
gredient in the whole wheat bread or
whole wheat rolls.

(b) Whole wheat bread, graham
bread, or entire wheat bread is baked in
units each of which weighs one-half
pound or more after cooling. Whole
wheat rolls, graham rolls, entire wheat
rolls, or whole wheat buns, graham buns,
entire wheat buns are baked In units
each of 'which weighs less than one-half
pound after cooling.

PART 18-MILK AND CREAM; DEFINITIONS
AND STANDARDS OF IDENTITY

Sec.
18.500 Cream class of food; identity.
18.501 Light cream, coffee cream, table

cream; identity.
18.510 Whipping cream class of food; Iden-

tity.
18.511 Light whipping cream; identity.
18.515 Heavy cream, heavy whipping cream;

identity.
18.520 Evaporated milk; identity; label

statement of optional ingredients.
18.525 Concentrated milk, plain condensed

milk; Identity; label statement of
optional ingredients.

18.530 Sweetened condensed milk; identity.
18.535 Condensed milks which contain corn

sirup; identity.
18.540' Dried skim milk, powdered skim

milk, skim milk powder; Identity.

AUHOar=r: §§ 18.500 to 18.540 issued under
see. 701 (a), 52 stat. 1055; 21 U. S. C. 371 (a).
Interpret or apply see. 401, 52 Stat. 1046, 68
Stat. 54; 21 U. S. C. 341.

§ 18.500 Cream class of food, iden-
tity. Cream is the class of food which is
the sweet, fatty liquid or semi-liquid sep-
arated from milk, with or without the
addition thereto and intimate admixture
therewith of sweet milk or sweet skim
milk. It may be pasteurized and if it
contains less than 30 percent of milk fat
as determined by the method referred to
in this section, it may be homogemzed.
It contains not less than 18 percent of
milk fat, as determined by the method
prescribed in "Official and Tentative
Methods of Analysis of the Association of
Official Agriculture Chemists," Fourth
Edition, 1935, page 277 [Ed. note, 8th
edition, 1955, p. 261, sec. 15.611 under

"Fat, Roese-Gottlieb Method-Offlcial."
The word "milk" as used In this section
means cow's milk.

§ 18.501 Light cream, coffee cream,
table cream, identity. Light cream, cof-
fee cream, table cream, conforms to
the definition and standard of identity
prescribed for the cream class of food by
§ 18.500, except that it contains less than
30 percent of milk fat, as determined by
the method referred to in such section,

9 18.510 Whipping cream class o1
food, identity. Whipping cream is the
class of food which conforms to the dell-
nition and standard of identity pre-
scribed for the cream class of food by
§ 18.500, except that it contains not less
than 30 percent of milk fat, as deter-
mined by the method referred to in such
section.

§ 18.511 Light ,phippng cream, iden-
tity. Light whipluing cream conforms
to the definition and standard of iden-
tity prescribed fbr the whipping cream
class of food by § 18.510, except that it
contains less than 36 percent of milk fat,
as determined by the method referred' to
in § 18.500.

18.515 Heavy cream, heavy whip.
ping cream, identity. Heavy cream,
heavy whipping cream, conforms to the
definition and standard of Identity pro-
scribed for the whipping cream class of
food by § 18.510, except that it contains
not less than 36 percent of milk fat, as
determined by the method referred to
in § 18.500.

§ 18.520 Evaporated milk; ldentity;
label statement of optional ingredients.
(a) Evaporated milk is the liquid food
made by evaporating sweet milk to Such
point that it contains not less than 7.0
percent of milk fat and not less than
25,9 percent of total milk solids. It may
contain one or both of the following op-
tional Ingredients:

(1) Disodium phosphate or sodium
citrate or both, or calcium chloride,
added in a total quantity of not more
than 0.1 percent by weight of the fin-
ished evaporated milk.

(2) Vitamin D in such quantity as to
increase the total vitamin D content to
not less than 25 U. S. P units per fluid
ounce of the finished evaporated milk.
It may be homogenized. It is sealed In a
container and so processed by heat as to
prevent spoilage.

(b) When the optional ingredient
specified in paragraph (a) (2) of this
section is present, the label shall bear
the statement "with increased vitamin D
content" or "vitamin D content in-
creased." Such statement shall Imme-
diately and conspicuously precede or
follow the name "Evaporated Milk,"
without intervening written, printed, or
graphic mattep, wherever such name ap-
pears on the label so conspicuously as to
be easily seen under customary condi-
tions of purchase.

(c) For the purpose of this section:
(1) The word "milk" means cow's

milk.
(2) Such milk may be adjusted, before

or after evaporation, by the addition or
abstraction of cream or sweet skim millt,
or by the addition of concentrated sweet
skim milk.
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(3) The quantity of milk fat is de-
termined by the method prescribed un-
der "Fat-Offical" on page 249 [Ed. note,
8th edition, 1955, p. 263, sec. 15.74] and
the quantity of total milk solids is deter-
mined by the method prescribed under
'Total Solids-Official" on page 248 [Ed.
note, 8th edition, 1955, p. 263, sec. 15.72]
of "Official Methods of Analysis of the
Association of Official Agricultural
Chemists," Seventh Edition, 1950.

(4) Vitamin D content may be in-
creased by the application of radiant
energy or by the addition of a concen-
trate of vitamin D (with any accom-
panying vitamin A when such vitamin
D in such concentrate is obtained from
natural sources) dissolved in a food oil;
but if such oil is not milk fat the quan-
tity thereof added is not more than 0.01
percent of the weight of the finished
evaporated milk.

(5) The quantity of vitamin D is de-
termined by the method prescribed in
"Official Methods of Analysis of the As-
sociation of Official Agricultural Chem-
ists," Seventh Edition, 1950, page 788 et
seq., [Ed. note, 8th edition, 1955, p. 839
et seq., sees. 38.64,38.75], under the head-
ing "Vitamin D in Mlk-Official."

§ 18.525 Concentrated milk, plain
condensed milk; identity; label state-
ment of optional ingredients. Concen-
trated milk, plain condensed milk, con-
forms to the definition and standard of
identity, and is subject to the require-
ments for label statement of optional in-
gredients, prescribed for evaporated
milk by § 18.520, except that:

(a) 'It is not processed by heat;
(b) Its container may be unsealed;

and
(c) Optional ingredient § 18.520 (a)

(1) -is not used.

§ 18.530 Sweetened condensed milk;
identity. (a) Sweetened condensed milk
is the liqid or semi-liqmd food made by
evaporating a mixture of sweet milk and
refined sugar (sucrose) or any combina-
tion of refined sugar (sucrose) and re-
fined corn sugar (dextrose) to such point
that the finished sweetened condensed
milk contains not less than 28.0 percent
of total milk solids and not less than
8.5 percent of milk fat. The quantity of
refined sugar (sucrose) or combination
of such sugar and refined corn sugar
(dextrose) used is sufficient to prevent
spoilage.

(b) For the purpose of this section:
(1) The word "milk" means cow's

milk.
(2) Such milk may be adjusted, before

or after evaporation, by the addition or
abstraction of cream or sweet skim milk,
or the addition of concentrated sweet
skim milk.

(3) Milk fat is determined by the
method prescribed in "Official and Ten-
tative Methods of Analysis of the Asso-
ciation of Official Agricultural Chensts,"
Fourth Edition, 1935, page 281 [Ed. note,
8th edition, 1955, p. 264, sec. 15.86], un-
der "Fat-Official."

§ 18.535 Condensed milks which con-
tain corn sirup; identity. (a) Con-
densed milks which contain corn sirup
are the foods each of which conforms to
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the definition and standard of Identity
prescribed for sweetened condensed mill
by § 18.530 except that corn sirup or a
m1xture of corn sirup and sugar I- used
instead of sugar or a mixture of su-ar
and dextrose. For the purpose of is
section the term "corn sirup" means a
clarified and concentrated aqueous solu-
tion of the porducts obtained by the in-
complete hydrolysis of cornstarch, and
includes dried corn sirup; the soilds of
such corn sirup contain not les than 40
percent by weight of reducing sugars,
calculated as anhydrous dextrose.

(b) The name of each such food I-:
(1) "Corn sirup condensed mil,"

"condensed milk with corn sirup," or
"condensed milk prepared with corn
sirup," if corn sirup alone is used; or

(2) " msi% Corn s irup soids 6..
sugar condensed milk," "Condensed milk
with -.. % corn sirup solids .... %
sugar," or "Condensed milk prepared
with -..-.. % corn sirup solid.
sugar," If a mixture of corn sirup and
sugar is used, the blanks being filled in
with the whole numbers ncarest the
actual percentages of corn sirup solids
and sugar in such food; alternately
"--% sugar" may precede "__% corn
sirup solids" in such names.

§ 18.540 Dried skim mill,, powdered
skim mill;, skim hilt; powder, identity.
Dried skim milk, powdered skim milk,
skim milk powder, is the food made by
drying sweet skim milk. It contains not
more than 5 percent of moisture, as de-
termined by the method prescribed in
"Official and Tentative Methods of
Analysis of the Association of Official
Agricultural Chemists," Fourth Edition,
1935, page 282 [Ed. note, 8th edition,
1955, p. 265, sec. 15.93], under the cap-
tion "Moisture-Tentative." The term
"skim milk" as used In this cection,
means cow's milk from which the millk
fat has been separated.

XoTr: 58 Stat. 103, 21 U. S. C. 321c. pro-
vide3 a statutory definition for this f:ed
under the names: "Non-fat dry mill! cold ."
and "defatted milk roUd."

PART 19-CHEESSs; PRocEsSED C ESS:
CHEESE FOODS; CHES= Svnnros, Ar;D
RELATED FOODS; Dnno:;s AND
STAxDARDS OF IDEZir

Sec.
19.500
19.502

19.505

19.507

19.510
19.512

19.515

1r.520

19.525
19.530
19.535

19.537

19.640

19.542

19.543

Cheddar cheese. chscee; Identity.
Cheddar cheeso for manufacturing;
Identity.

Washed curd cheese, soaled curd
cheese; Identity.

Washed curd checse for manufactur-
Ing. identity.

Colby cheese; identity.
Colby chee:o for manufacturInM

Identity.
Cream cheese; Identity; label statc-

ment of optional Ingrdients.
Neufohatel cheese; Identity; label

statement of optional Ingredients.
Cottage cheezo; Identity.
Crcamcd cottagu chce; Idcntity.
Granular cheese, stirred curd cheeso;

identity.
Granular cheese for manufacturin,

Identity.
Swiss cheeo, emmentalcr cheeo;

Identity.
Swim cheese for manufacturing,

identity.
Gruyero cheese; Identity.

19.54G Brick cheese; Identity.
19A7 Bric!: chee.3 for manufacturing,

identity.
19.G9 7ucnzter cheezz, mun-ter cheee;

identity.
19Z,55 rdaim chceso; Identity.
19.00 Gouda cheese; Identity.
19.505 Blue cheese; Identity.
19.LG7 Gorgonzola chccs; Identity.
10.570 Ptcquefort cheea. sheep's mil blue-

mold cheese, blue-mold cheeze
from sbcp',a milk: identity.

10.575 Limburger chees; Identity.
19.UZ0 Monterey chece; Monterey jec-

cheze; Identity.
19.=3C5 HIh-moLsturo Jacl chees3; Identity.
19.50 Provolono chcz, p-ta fMiata chezze;

Identity.
10.591 Caecavallo cliuano cheeze; Id.n-

tity.
19X95 Parmesan chc=2, regglano cheese;

Identity.
19010 Pomano cheese; Identity.
19.015 Acsigo fre.h cheese, aelago soft

cheeo; Identity.
19.020 Aalago medium chec-; Identity.
19.25 Azl,2o old chcese; Identity.
19.C05 Ceok cheese, hazh haese; identity.
19.07 Sep sage checes; identity.
10039 Gammelost chees3; Identity.
19.Z Hard chmees; Identily.
19.G35 Sem2ioft chees=s; Identity;, label

statement of optional Ingredients.
19.CGD Semloft p.rt-.i:Lm chce2se; Identity;

labal statement of optional Inre-
dlenta.

19.005 Saft ripened cheese; Identity; label
statement of optional Inredlenta.

17.0a S2!ccd cheeca; Identity; label state-
ment of optional Ingredlenta.

19.75 Part-slim solc:s cheeses; Identity;
label statement of optional Ingre-
dlents.

9.0 2 H2rd grating cheess:; Identity; label
ctatementof optional InZredients.

19.s35 Vum-mill: chc= for manufatur-
inLg; Identity.

1.7.0 PasteurIzcd proes checs; IdntitY;
lael statement of optional Inre-
dlents.

10.751 P-s urIzd blended checze; Identity;
labl statement of optional Ingre-
dients.

19.75G5 PasteurIzed prcz: checza vith
fruits. ve.gtable, or maats; Iden-
tity; label statement of optional
Ingrclents.

10.709 Pasteuriz-d process pimento cheese;
Identity.

19.703 Pasteurized blended chee-e with
fruits, vegotablez, or meat.; lIden-
tity; label statement of optional
Inrcdlents.

19.70 PasteurLcd process chee food;
identity; label statement of op-
tional in7gredents.

19.770 Pzsteurlzed proces cheese feed with
fruits, vegetablcs, or meats; Idn-
tity; label statement of optional
inredlents.

19.775 Pasteurizcd procezs cheese sprnad;
Identity; label statement of op-
tional inrcdients.

19.70 Pas-teurized cheesa spread; Identity*
label statcment of optional In-
grcdlents.

10.720 Pas-teurized procesa cheese spzead
with frults, vegetabls, or m-eat.
identity; label stato ant of op-
tional In edientz.

19.781 Pascurlzd chce spread with frultz,
ve-etablcs, or meats; Identity;
label statement of optional In3re-
dlenta.

19.702 Cr am chee--o with other fod,; iden-
tity; labe statement of optional
In7rcdents.

10.783 Pa.teurlzcd neufchatel cheea spread
with other fedz; identity; label
statement of optional Ingredients.
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19.785 Cold-pack cheese, club cheese, com-
minuted cheese; identity; label
statement of optional ingredients.

19.787 Cold-pack cheese food; identity;
label statement of optional ingre-
dients.

19.788 Cold-pack cheese food with fruits,
vegetables, or meats; Identity; label
statement of optional ingredients.

Amo-rrrr: §§ 19.500 to 19.788 issued under
sec. 701, 52 Stat. 1055; 21 U. S. Q. 371. Inter-
pret or apply see. 401, 52 Stat. 1046, 68 Stat.
54; 21 U. S. C. 341.

§ 19.500 Cheddar c h e e s e, cheese;
identity. (a) Cheddar cheese, cheese, is
the food prepared from milk and other
ingredients specified in this section, by
the procedure set forth in paragraph (b)
of this section, or by another procedure
which produces a finished cheese having
the same physical and chemical proper-
ties as the cheese produced when the pro-
cedure set forth in paragraph (b) of this
section is used. It contains not more
than 39 percent of moisture, and its sol-
ids contain not less than 50 percentof
milk fat, as determined by the methods
prescribed in paragraph (c) of this sec-
tion. If the milk used is not pasteurized,
the cheese so made is cured at a tem-
perature of not less than 35' F for not
less than 60 days.

(b) Milk, which may be pasteurized
or clarified or both, and which may be
warmed, is subjected to the action of
harmless lactic-acid-producing bacteria,
present in such milk or added thereto.
Harmless artificial coloring may be
added. Sufficient rennet (with or with-
out purified calcium chloride in a quan-
tity not more than 0.02 percent, calcu-
lated as anhydrous calcium chloride, of
the weight of the milk) is added to set
the milk to a semisolid mass. The mass
Is so cut, stirred, and heated with con-
tinued stirring, as to promote and regu-
late the separation of whey and curd.
The whey is drained off, and the curd
is matted into a cohesive mass. The
mass is cut into slabs, which are so piled
and handled as to promote the drainage
of whey and the development of acidity.
The slabs are then cut into pieces, which
may be rinsed by sprinkling or pouring
water over them, with free and continu-
ous drainage; but the duration of such
rinsing is so limited that only the whey
on the surface of such pieces is removed.
The curd is salted, stirred, further
drained, and pressed into forms. A
harmless preparation of enzymes of ani-
mal or plant origin capable of aiding in
the curing or development of flavor of
cheddar cheese may be added during the
procedure, in such- quantity that the
weight of the solids of such preparation
Is not more than 0.1 percent of the
weight of the milk used.-

(W) Determine moisture by the method
prescribed on page 262 (15.124) [Ed.
note, 8th edition, 1955, p. 278, see.
15.129], under "Moisture-Official," and
milk fat by the method prescribed on
page 263 (15.131) [Ed. note, 8th edition,
1955, p. 279, sec. 15.1361, under "Fat-
Official," of "Official Methods of Anal-
ysis of the Association of Official Agri-
cultural Chemists," Seventh Edition,
1950. Subtract the percent of moisture
found from 100; divide the remainder
into the percent milk fat found. The

quotient, multiplied by 100, shall be
considered to be the percent of milk fat
contained m the solids.

(d) For the purposes of this section:
(1) The word "milk" means cow's

milk, which may be adjusted by separat-
ing part of the fat therefrom or by add-
ing thereto one or more of the following:
Cream, skin milk, concentrated skim
milk, nonfat dry milk solids, water in
a quantity sufficient to reconstitute any
concentrated skim milk or nonfat dry
milk solids used.

(2) Milk shall be deemed to have been
pasteurized if it has been held at a tem-
perature of not less than 1430 F. for a
period of not less than 30 minutes, or
for a time and at a temperature equiva-
lent thereto in phosphatase destruction.
Cheddar cheese shall be deemed not to
have been made from pasteurized milk
if 0.25 gm. shows a phenol equivalent of
more than 3 micrograms when tested by
the method prescribed in paragraph (e)
of this section.

(e) The method referred to in para-
graph (d) (2) of this section is as fol-
lows:

L Reagents-1. Buffers-a. Barium borate-
hydroxide buffer. Dissolve 25.0 gin. of c. p.
barium hydroxide (Ba(OH),:8H20. fresh, not
deteriorated) in distilled water and dilute to
500 ml. Dissolve, in another flask or cylin-
der, 11.0 gm. of c. p., boric acid (H 3 BO5 ) and
dilute to 500 ml. Warm each to 50* C. (1220
P.), mix the two together, stir, cool to ap-
proximately 200 C. (68" F.), filter, and stop-
per the filtrate tightly (pH approximately
10.6). The buffer prepared thus Ia desig-
nated as the 25-11 buffer, the figures indi-
cating the grams per liter of each of the
respective reagents.

b. Color-development buffer. Dissolve 6.0
gin. of sodium metaborate (NaBO%) and 20
gin. of sodium chloride in water and dilute to
a liter with water (pH 9.8).

c. Color-dilution buffer. Dilute 100 ml. of
color-development buffer 1-b to a liter with
water.

d. Standard borax buffer, 0.01-molar, for
checking PH meter, pH 9.18 at 25* C.2 Dis-
solve 0.9544 gm. of pure borax (Bureau of
Standards Sample 187) in distilled water
(distilled recently or freshly boiled and
cooled) and dilute to 260 ml. Keep stop-
pered tightly.

2. Buffer substrates. Specify phenol-free
crystalline disodium phenyl phosphate.

a. For evaluating pasteurization. Dissolve
0.10 gin. of the phenyl phosphate In 100 ml.
of the appropriate (table 1) barium borate-
hydroxide buffer 1-a.

b. For quantitative results with raw-mllc
cheese. Dissolve 0.20 gin. of the phenyl phos-
phate in 100 ml. of the appropriate (table 1)
barium borate-hydroxide buffer 1-a.

3. Protezn precipitants--a. Zinc-copper
precipitant for unripened cheese. Dissolve
6.0 gm. of zinc sulfate (ZnSO4 .MO) and
0.1 gin. of copper sulfate (CuSO 4.5n O) in
water and dilute to 100 ml. with water. The
precipitant prepared 'thus is' designated as
the 6.0-0.1 precipitant.

b. Zinc precipitant for ripened cheese.
Dissolve 6.0 gin. of zinc sulfate in water and
dilute to 100 ml. with water. This pre-
cipitant is designated as the 6.0 precipitant.

4. BQC (2,6-dilbromoquinone-ohloroimtne
solution) (Gibbs' reagent) Dissolve 40 mg.
of BQC powder in 10 ml. of absolute methyl
alcohol and transfer to a dark-colored drop-
per bottle. This reagent remains stable for
at least a month if kept in the ice tray of a

IAll pH values reported herein were de-
termineAd at 25' C. or corrected to that
temperature.

refrigerator. Do not use it after It begins to
turn brown.

5. Other reagents-a. Copper sulfate, 0.0
percent, for standards. Dissolve 0.05 gni. of
copper sulfate in water and dilute to 100 ml,

b. Butyl alcohol. Specify n-butyl alcohol,
boiling point 1160-1186 C. To adjust the
pH, mix 50 ml. of the color-development buf-
fer 1-b with a liter of the butyl alcohol.

6. Phenol standards-a. Stock solution.
Weigh accurately 1.0 gin. of pure phenol,
transfer to a liter volumetrie flask, dilute
to a liter with water, and mix. One ml.
contains 1 mg. (0.001 gin.) of phenol. Use
this stock solution to prepare standard solu-
tions. It is stable for several months in
the refrigerator.

b. Preparation of standards. Dilute 10.0
ml. of the stock solution 0-a to a liter with
water, and mix. One ml. contains 10 micro-
grams (0.00001 gin., 10 gammas, or 10 units)
of phenol. Use this standard solution to
prepare more dilute standard solutions; o. g.,
dilute 5, 10, 30, and 60 ml. to 100 ml. with
water to prepare standard solutions con-
taining 0.5, 1.0, 3.0, and 5.0 pammas or units
of phenol per milliliter, respectively. ceep
standard solutions in the refrigerator,

In a similar manner, prepare from the
stock solution such more concentrated
standard- solutions as may be needed, con-
taining, for example, 20, 30, and 40 units
per milliliter.

Measure appropriate quantities of the
phenol standard solution into a series of
tubes (preferably graduated at 5.0 and 10.0
ml.) to provide a suitable range of stand-
ards as needed, containing 0 (control blank),
0.5, 1.0, 3.0, 5.0, 10.0, etc., to 30 or 40 units.
To increase the brightness of the blue color
and improve the stability of the standards,
add 1.0 ml. of 0.05 percent copper sulfate
solution 5-a to each.

Add 5.0 ml. of color dilution buffer 1-c and
add water to bring the volume to 10.0 mi,
Add 4 drops (0.08 ml.) of BQO 4, mix, And
allow to develop for 30 minutes at room
temperature. If the butyl alcohol extrac-
tion method Is to be used in the test, extract
the standards as described under III Con-
ducting the Test.

Read the color intensities with a photom-
eter, subtract the value of the blank from
the value of each phenol standard, and pre-
pare a standard curve (straight line). When
the standards are to be used for visual com-
parisons they should be stored In a refrig-
erator.

Ir. Sampling-1, Hard cheese. Take a
sample from the interior with a clean
Roquefort trier, place in a small tube, stopper
the tube, and keep it in a refrigerator,

2. Soft and semisoft ripened cheese.
Harden the cheese by chilling It In the freez-
Ing chamber of a refrigerator. Taking spe-
cial precaution to avoid contaminating the
sample with phosphatase that may be pres-
ent on the surface, use either of the following
methods for sampling:

a. Cut a portion from the end of the loaf
or-from the side of the cheese, extending in
at least 2 inches if possible or to a point
somewhat beyond'the center In the cao of
a small cheese. Cut a slit / to /2 inch deep
at least halfway around the portion and
midway between the top and bottom, Break
the portion into two parts, pulling It apatt
so that it breaks on a line with the slit, being
careful not to contaminate the freshly e-
posed, broken surface. Remove the sampil
from the freshly exposed surface at or near
the center of the cheese.

b. Remove the surface of the area to be
sampled-e. g., the end and the adjacent
sides--with a clean knife or spatula, to a
depth of /4 inch. Clean the instrument and
hands with hot water and phenol-free soap
and wipe them dry. Remoye the freshly ex-
posed surface to a similar or greater depth
and repeat the cleaning. Then take the
sample from the center of the freshly ox-
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posed area, preferably at or near the center
of the cheese In the case of a small cheese.

8. Process cheese, spreads, etc. Take the
sample from beneath the surface with a clean
knife or spatula.

Avoid the use of samples contaminated
with mold.

4. Preservation. If a preservative is neces-
sary, put 1 to 3 ml. of chloroform in the
container, cover with a plug of cotton, Insert
sample and stopper container tightly. Label
preserved samples, "Potson-Preservatve
added."

I. Conductig the test. 1. Weigh, on a
clean balance pan or watch glass, a 0.50-gm.
sample (preferably two samples In duplicate)
and place in a culture tube 16 or 18 x 150 mm..
Similarly, weigh another sample and place In
a tube as a control or blank. If the cheese
is sticky, weigh the sample on a piece of wax
paper about 1 x 1 inch and Insert the paper
with the sample into the tube. acerate the
blank and the test with a glass rod about
8 x 180 mm.

2. Add to the blank 1.0 ml. of the appro-
priate (Table 1) barium buffer 1-a (without
substrate added), macerate with the rod,
leave the rod .n the tube, heat for about a
minute to at least 850 C. (1850 P.) in a beaker
of boiling water with the beaker covered so
that the entire tube becomes heated to ap-
proximately 850 C.. cool to room temperature,
and macerate again with the rod.

3. Add to the test 1.0 ml. of the appro-
priate (Table 1) barium buffer substrate 2-a
or 2-b, and macerate.

)rom this point, treat the blank and the
test In a similar manner.

Add 9.0 ml. of the appropriate barium
buffer substrate 2-a or 2-b (total, 10.0 ml.
added), and mi. The rod may be left In
the tube during incubation; or, if removing
it at this point, cut a piece of filter paper
approximately 1 x 1 inch, wrap and hold It
tightly around the rod, rotate the rod while
withdrawing it from within the tube so as
to wipe the rod clean, Insert the paper with
the adhering fat Into the tube, and stoFper
the tube.

4. Incubate in a water bath at 37-38
° 0.

(99°-0100 ° 
F.) for 1 hour, niing or shaking

the contents occasionally.
5. Place in a beaker of boiling water for

nearly a minute, heating to 850 C. (185* F.),
and cool to room temperature.

6. Pipet in 1.0 ml. of the zinc precipitant
3-b for ripened cheese or the zinc-copper
precipitant 3-a for unripened cheese, and
mix thoroughly (pH of mixture, 9.0-9.1).

7. Filter (5-cm. funnel, 9-cm. Whatman
No. 42 or No. 2 paper recommended), and
collect 5.0 ml. of filtrate in a tube, prefera-
bly graduated at 5.0 and 10.0 ml.

8. Add 5.0 ml. of color-development buffer
1-b (pH of mixture, 9.3-9.4).

9. Add four drops 2 of BQC 4, mix, and allow
the color to develop for 30 minutes at room
temperature.

10. Determine the amount of blue color
by either of two methods:

a. With a photometer. Read the color In-
tensity of the blank and that of the test, sub-
tract the reading of the blank from that of
the test, and convert the result Into phenol
equivalents- by reference to the standard
curve described under 'Phenol standards."
The butyl alcohol extraction method is or-
dinarily unnecessary when uiing a photom-
eter.

b. With. vzsual standards. For quantita-
tive results in borderline Instances, e. g. tests
yielding 0.5 to 5 units of color, extract with-
butyl alcohol 5-b. Add 5.0 ml. of the alcohol
and invert the tube slowly several times
Centrifuge If necessary to increase the clear-
ness of the alcohol layer. Compare the blue

'For merely detecting underpasteuri-
tion, intesting unripened cheese, two dropr,
Is sufficient, provided the visual stand=rd.
are prepared likewise with two drops.
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color with the colora of standards In the
alcohol.

71th. sapls yielding more than 5 unts,
compare the colors in aqucous, tet3 with
those of aqueous standards.

11. Dilution method for quantilatirc rC-
sults. In tests that are observcd during color
development to be strongly positive, a. g,
20 units or more, In which four drops of
BQO may be much es than suiflcnt to
combine with all of the phenol, pipet an
appropriate proportion of the content3 into
another tube, make up to 10.0 ml. with color-
dilution buffer 1-c, and add two dropa more
of BQC In the case of unripened chcc:o or
four drops In the care of ripened cheeze.
With each test, dilute and treat the blank
In the corresponding manner. Dilute each
strongly positive test thus until the final
color is within the range of the ctandards
or photometer. Allow 30 mInutes for color
development after the last addition of EQO,
and make the reading at the end of the 30-
minute period. Multiply, for example, by 2
for a 5+5 dilution, 10 for a 1+9 dilution, and
50 for a 1+9 followed by a 2+8 dilution.

Alternatively, to reduce the amount of
yellow off color, add two Instead of four
drops of BQO after each dilution, and allow
the color to develop. Then tcst the com-
pleteness of color development by adding a
third drop; repeat the dilution procedure
until the addition of an extra drop docs not
cause any further Increaso in the amount of
blue color.

12. Calculation and evaluation of rcults.
When using 0.5 gin. of sample and adding a
total of 11.0 ml. of liquid, multiply the value
of the reading by Ll to convert It to units
of color or phenol equivalents per 0.25 gm.
of cheese. The result may, If desired, be
converted to phenol equivalent3 per 1 gm.
by multiplying by 4.4

IV. Photometric dctermfnation. To read
the color in aqueous colutlon, usa a filter
with maximum light transmission In the
region of 610 mA wave length.

To read the color In butyl alcohol, extract
the color as described above. If nccesary,
centrifuge the sample for 5 mnutea to brea:
the emulsion and to remove the moiture
suspended In the alcohol layer. A Babcock
centrifuge can be adapted for this purposo
by making special tube holders as follows:
Silce a section ! Inch thick from a rubber
stopper of suitable diameter to fit In the
bottom of the centrifuge cup. Glue together
two cork stoppers of appropriate diameter,
bore through the center a hole of proper
size to hold the tube snugly, and insert the
double-cork sectlon Into the cup. After
centrifuging, remove nearly all of the butyl
alcohol by means of a pipet with a rubber
bulb on the top end. Filter the alcohol Into
the photometer cell and read with a filter
with maximum light transmilion In the
region of 650 mU wave length.

If more than approximately 4 ml. of butyl
alcohol Is required for the photometer used,
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conduct the tes. In a larg r tuba and extrza;
the color, In bath the teot and th- standards,
W.th the ns:c:zary quantity of butyl alcohol
rather than with 5 ml. mccifled above.

V. Prczautor-. The length of time that
the crystalline dsodIum. phenyl phosphate
and the EQO powder will ramifn stable can
be increaed greatly by Peeping- them in tha
freaz ng chaober of a refrigerator, and by
-eoping them dry.

The glassware, stopperz, and sampling tcls
should be ccrupulously clean, and it is de-
sirable to coal them In hot, running water
after cleaning.

The colld barium hydroxide and the barium
buffer mus# be k:ept stoppered tightly to
prevent abzorptlon of carbon dioxide. Phe-
nole contamination from pla-tic closure3
on reaZent battlez ha bean encountered.
mrd therefore the use of plastic clsures
should be avoided. Rubber stopp=r should
not be ued in 111 In which butyl alcohol
Io ctord. Glas or cor: stoppera should bs
uscd.

VI. ZlcHflcatfion for different czeser.
Diffrent "inds of cheesa and cheeses of dif-
ferent ages have different buffering capacl-
tic, and therefore some of ther. require
modification of concentrations of the re-
agrents. The modiflcations of the barium
buffer needed to produce optimal pH con-
ditions during incubation (9.-10.20), and
of the precipitant to yld uniformly clear
filtratc3 and to minimie Interference dur-
Ing color development under optimal pH con-
ditions (0.-9. are specified in Table .

With some ramplc, espcaally those of un-
kmown history, slight deviations from the
optimal pH range may oc:cur, but such devin-
tions do no' very materially affczt the re-
sult. For example. pH values a- low as 9.6
or as high as 10.35 during Incubation have
been found to result in an averaga decreae
of not more than 20 p rcent below the maxi-
mum in the quantity of phenol liberated.
The use of the 25-11 buffer substrate with
samplc for which the 27-11 buffer substrate
I c-cificd yilds pH value not lo war than
9.8.

In t-ting cheese of un-kwn hi try or
age, Informatlon as to the percentage of sol-
Ids, eapecdally the nonfat solid. Is useful z3
an Indication of the correct buffer to use;
checa with a. relatively high parcontage of
nonfat olds generally requirc the use of
a relatively concentrated buffer to adjust
the pH of the mixture correctly.

For precLe quantitative resulta on un-
kmown vamnls, adjuzot the pl to 10.0-10.05
for the Incubation.

Cottage chca-o curd i- heated In the pr-
ence of conaderable acid during manufac-
ture, and therefore Its pho-phatcaa values
are comparatively law. Alternatively, to In-
creaso the sensitivity of the test on cttag-a
chces, apply the following modifications:
Use a 1.0-gm. samplo. 27-11 buffer substrate,
2-hour Incubation, and 6.0-0.1 precipitant.

Table I-Pnosrirwnz TrsT Liu orA-T: oz. on Dazn'ssxa e.ms or Cn-nss n Ca onDDnes el . Ar

rand ofelich AgCo r czxct dcsl Csg ct-r d: D "f-'

I pH= I

Cheddar, cranular, stirred card, b=ard chxc:..._

Washcd card, ccakel curd, colby..

Twu, cruyera... .

1 weeh.
4 msait..... .-..................

2 r-n .1 ._ MsntI week.
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Table I-PosornATAsE TEST MODIFICATIONS VoR DsrmRENT KINDS or OEESE AiND OxESE OF DISnzEENT
AGEs-Continued

Buffer ofopttm Ll JdItt
Kind of cheese Age or extent of curing; other details p (9- Precipitant

10.20)

Edam, gouda ..................................... I week e ek----------------------------- 25-11 6.0-0.1
1 week-2 months ---------------------- 25-I 6. 0-0. 1
2-4 months --..-------------_......... 20-11 6.0
4 months ----------------------------- 27-11 6.0

Blue mold, blue --------------------------------- I week ---------------------------- 25-11 6.0-0.1
1 week-I month ---------------------- 26-i1 6,0
I-4% months ----------------------- 27-11 6.0
4X months 1------------------------- 2-l 6.0

Camembert, limburger ------------------------- 1 week ---------------------------- 25-11 6.0-0.1
i week-i month ----------------------- 25-11 6. 0
1-2 months --------------------------- 2-11 6.0
2 months -------------------------- 27-11 6.0

Monterey ---------------------------------------- 1 week ------------------------------- 25-11 .0-0.1
1 week-2 months --------------------- 25-11 6.0
2 months -------------------------- 2-1 0.0

High-mosturo .............................. I wee ---------------------------- 25- .0-0.1
1 week-23 months ------------------- 25-11 6.0
2Y months --------------------------- 26-11 6.0

Provolone, pasta fillata ............................ 1 week ---------------------------- -- 25-11 6.0-0.1
1 week-1 month ---------------------- 25-11 6.0
1-3 months --------------------------- 28-11 6.0
3 months -------------------------- 27-11 6.0

Parmesan, regglno, monte, modena, , romano, 1 week ---------------------------- 25-11 6.0-0.1
aslago old. 1 week-2 months --------------------- 2-11 6.0

2-6 months --------------------------- 27-11 6.0
6 months-i year --------------------- 28-11 6.o
I year -------------------------------- 29-11 6.0

Aslago fresh -------------------------------------- Same as chedder ......................
Aslago medium ---------.------------ ------- 1 week ..--------------------------- 25-11 -0.1

1week-1 month ----------.----------- 25-11 0.0
1-3 months --------------------------- 26-11 6.0
3 months -------------------------- 27-11 6.0

Gorgonzola -------------------------------------- Same as blue ,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,
Cottage, cook cheese, koch kaese --------------- Dry-------------------------------- 21 0.0-0.1

Moit -------------------------2511(8+2) 4.0-0.1
Cream cheese -------------------------------------....------------------------------ - - - - --- 25-11(7+3) 6.0-0.1
Semisoft cheese -----...--------------------------- I week ------------------------------- 25-11 6.0-0.1

1 week-i month ---------------------- 25-11 6.0
1 month ------------------------------ 26-11 6.0

Soft ripened cheese ................................ Vweek ------------------------------- 25-11 6.0-0.1
1 week-1 month --------------------- 25-11 6.0
1 month ---------------------- ------- 28-11 6.0

Nokkelost, kuminost, sage cheese ................. lweek ---------------------------- 25-11 6.0-0.1
I week-l3 months -------------------- 25-11 6.0
ly-4 months ----------------------- 26-11' 6.0
4 months -------------------------- 27-11 6.0

Pasteurized process, pasteurized process pimento, fSoft mild-------------------- - 2-11 6.0
pasteurized process with fruits, meats, etc. Medum, firm- ---------------------- 28-li 6.0paseuizdprees it frit, eat, tc [irm, sharp (including swiss, gruyere). 27-11 0.0

Pasteurized process cheese foods; pasteurized
process cheeso foods with fruits, meats, etc. j Same as pasteurized process

Pasteurized proess cheese spreads; pasteurized Soft, high moisture, including cream 25-11 6.0
process cheese spreads with fruits, meats, etc. sp eas.including blno---------------28-li 0.0

Cold-pack, club; cold-pack cheese foods; cold-pack Mild to medium flavored, soft --------- 26-11 6.0
cheese foods with fruits, meats, etc. lSharp, firm.. ----------------------- 27-11 6.0

'8 parts of 25-11 buffer plus 2 parts of water.

§ 19.502 Cheddar cheese for manufac-
turtng identity. Cheddar cheese for
manufacturing conforms to the defini-
tion and standard of identity prescribed
for cheddar cheese by § 19.500, except
that the milk is not pasteurized, and
curing is not required.

§ 19.505 Washed curd cheese, soaked
curd cheese; identity. (a) Washed curd
cheese, soaked curd cheese, is the food
prepared from milk and other ingredi-
ents specified in this section, by the pro-
cedure set forth in paragraph (b) of this
section, or by. another procedure which
produces a finished cheese having the
same physical and chemical properties
as the cheese produced when the proce-
dure set forth in paragraph (b) of this
section Is used. It contains not more
than 42 percent of moisture, and its sol-
Ids contain not less than 50 percent of
milk fat, as determined by the methods
prescribed in § 19.500 (c) If the milk
used is not pasteurized, the cheese so
made is cured at a temperature of not
less than 350 F. for not less than 60 days.

(b) Milk, which may be pasteurized or
clarified or both, and which may- be
warmed, is subjected to the action of
harmless lactic-acid-producing bacteria,
present in such milk or added thereto.

Harmless artificial coloring may be add-
ed. Sufficient rennet (with or without
purified calcium chloride in a quantity
not more than 0.02 percent, calculated
as -anhydrous calcium chloride, of the
weight of the milk) is added to set the
milk to a semisolid mass. The mass is
so cut, stirred, and heated with continued
stirring, as to promote and regulate the
separation of whey and curd. The whey
is drained off, and the curd is matted
into a cohesive mass. The mass is cut
into slabs, which are so piled and han-
dled as to promote the drainage of whey
and the development of acidity. The
slabs are then cut into pieces, cooled in
water, and soaked therein until the whey
is partly extracted and water Is ab-
sorbed. The curd is drained, salted,
stirred, and pressed into forms. A harm-
less preparation of enzymes of animal
or plant origin capable of aiding in the
curing or development of flavor of
washed curd cheese may be added during
the procedure, in such quantity that the
weight of the solids of such preparation
is not more than 0.1 percent of the weight
of the milk used.

(c) For the purposes of this section:
(1) The word "milk" means cow's

milk, which may be adjusted by separat-
ing part of the fat therefrom or by add-

Ing thereto one or more of the follow-
Ing: Cream, skim milk, concentrated
skim milk, nonfat dry milk solids, water
in a quantity sufficient to reconstitute
any concentrated skim milk or nonfat
dry milk solids used.

(2) Milk shall be deemed to have been
pasteurized if it has been held at a tem-
perature of not less than 1430 F for a
period of not less than 30 minutes or for
a time and at a temperature equivalent
thereto in phosphatase destruction.
Washed curd cheese shall be deemed not
to have been made from pasteurized milk
if 0.25 gm. shows a phenol equivalent of
more than 3 micrograms when tested by
the method prescribed in § 19.500 (e)

§ 19.507 Washed curd cheese for man-
ufacturing; identity. Washed curd
cheese for manufacturing conforms to
the definition and standard of identity
prescribed for washed curd cheese by
§ 19.505, except that the milk is not pas-
teurized, and curing Is not required.

§ 19.510 Colby cheese; identity, (a)
Colby cheese Is the food prepared from
milk and other ingredients specified in
this section, by the procedure set forth
in paragraph (b) of this section, or by
another procedure which produces it
finished cheese having the same physical
and chemical properties as the cheese
produced when the procedure set forth
in paragraph (b) of this section Is used.
It contains not more than 40 percent of
moisture, and Its solids cbntain not lesa
than 50 percent of milk fat, as deter-
mined by the methods prescribed in
§ 19.500 (c) If the milk used Is not
pasteurized, the cheese so made Is cured
at a temperature of not less than 350 F
for not less than 60 days.

(b) Milk, which maybe pasteurized or
clarified or both, and which may be
warmed, is subjected to the action of
harmless lactic-acid-producing bacteria,
present in such milk or added thereto,
Harmless artificial coloring may be
added. Sufficient rennet (with or with-
out purified calcium chloride in a
quantity not more than 0.02 percent, cal-
culated as anh:drous calcium chloride,
of the weight of the milk) is added to
set the milk to a semisolid mass, The
mass is so cut, stirred, and heated with
continued stirring, as to promote and
regulate the separation of whey and
curd. A part of the whey is drained
off, and the curd is cooled by adding
water, the stirring being -continued so as
to prevent the pieces of curd from mat-
ting. The curd is drained, salted, stirred,
further drained, and pressed into forms,
A harmless preparation of enzymes of
animal or plant origin capable of aiding
in the curing or development of flavor
of colby cheese may be added during
the procedure, in such quantity that the
weight of the solids of such preparation
is not more than 0.1 percent of the
weight of the milk used.

(c) For the purposes of this section:
(1) The word "milk" means cow'a

mllk,-which may be adjusted by separdt-
Ing part of the fat therefrom or by
adding thereto one or more of the fol-
lowing: Cream, skim milk, concentrated
skim milk, nonfat dry milk solids, water,
In a quantity sufficlent to reconstitute
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any concentrated siem milk or nonfat
dry milk solids used.

(2) Mil shall be deemed to have been
pasteurized if it has been held at a tem-
perature of not less than 1430 F. for a
period of not less than 30 minutes, or
for a time and at a temperature equiv-
alent theretom phosphatase destruction.
Colby cheese shall be deemed not to have
been made from pasteurized milk if 0.25
gn. shows a phenol equivalent of more
than 3 micrograms when tested by the
method prescribed in § 19.500 (e)

§ 19.512 Colby cheese for manulac-
tur ng; identity. Colby cheese for man-
ufacturing conforms to the definition
and standard of identity prescribed for
colby cheese by § 19.510, except that the
milk is not pasteurized, and curing is
not required.

§ 19.515 Cream cheese; identity; label
statement of optional ingredients. (a)
Cream cheese is the soft uncured cheese
prepared by the procedure set forth in
paragraph (b) of this section. The
finished cream cheese contains not less
than 33-percent of milk fat and not more
than 55 percent of moisture, as deter-
mined, respectively by the methods pre-
scribed under "Fat-Official" on page
302 and under "Moisture--Offlicial" on
page 301 of "Official and Tentative Meth-
ods of Analysis of the Association of Of-
ficial Agricultural Chemists," Fifth Edi-
tion, 1940. (These methods appear in
the Eighth Edition, 1955, at pages 279
and 278.)

(b) (1) Cream or a mixture of cream
with one or more of the dairy mgredi-
ents specified in subparagraph (3) of this
paragraph is pasteurized and may be
homogenized. To such cream or mix-
ture harmless lactic-acid-producing bac-
teria, with or without rennet, are added,
and it is held until it becomes coagu-
lated. The coagulated mass may be
warmed; it may be stirred; it is then
drained. The curd may be pressed,
chilled, worked, seasoned with salt; it
may be heated, with or without added
cream or one or more of the dairy ingre-
dients specified in subparagraph (3) of
this paragraph or both, until it becomes
fluid, and it may then be homogenized
or otherwise mied.

(2) In the preparation of cream cheese
one or any mixture of two or more of
the optional ingredients gum karaya,
gum tragacanth, carob bean gum, gela-
tin, or algin may be used; but the quan-
tity of any such ingredient or mixture is
such that the total weight of the solids
contained therein is not more than 0.5
percent of the weight of the finished
cream cheese.

(3) The dairy ingredients referred to
in subparagraph (1) of this paragraph
are milk, skim milk, concentrated milk,
concentrated skim milk, and nonfat dry
milk solids. If concentrated milk, con-
centrated skm milk, or nonfat dry milk
solids is used, water may be added in a
quantity not in excess of that removed
when the milk or skim milk was concen-
trated or dried.

(4) For the purposes of this section,
the term "milk" means sweet milk of
cows, "skim milk" means milk from
which the milk fat has been separated,
and "concentrated skim milk" means
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skim milk from which a portion of the
water has been removed by evaporation.
(c) When an optional ingredient listed

In paragraph (b) (2) of this section Is
present in cream che ess, the label shall
bear the statement ".Added"

or "With Added -- , the
blank being filled in with the word or
words "Vegetable Gum" or "Gelatin" or
"Algin" or any combination of two or
all of these, as the case may be. Where-
ever the name "Cream Cheese" appears
on the label so conspicuously as to be
easily seen under customary conditions
of purchase, the statement specifled in
this section, showing the optional ingre-
dients present shall Immediately and
conspicuously precede or follow such
name, without intervening written,
printed, or graphic matter.

§ 19.520 Neufchatel cheese; identity;
label statement of optional ingrcdints.
(a) Neufchatel cheese Is the soft un-
cured cheese prepared by the procedure
set forth in paragraph (b) of this section.
The finished neufchatel cheese contains
not less than 20 percent but less than 33
percent of milk fat and not more than
65 percent of moisture, as determined, re-
spectively, by the methods preerlbed
under "Fat-Offcial" on page 302 and
under "Moisture-Offical" on page 301
of "Official and Tentative Methods of
Analysis of the Association of Official
Agricultural Chemists," Fifth Edition,
1940. (These methods appear in the
Eighth Edition, 1955, at pages 270 and
278.)

(b) (1) Milk or a mixture of cream
with one or more of the dairy Ingredients
specified in subparagraph (3) of this
paragraph or a mixture of concentrated
milk with milk or with water not in e:-
cess of that removed when the milk was
concentrated is pasteurized and may be
homogenized. To such milk or mlture
harmless lactic-acid-producing bacteria,
with or without rennet, are added and
it Is held until it becomes coagulated.
The coagulated mass may be warmed; It
may be stirred; It is then drained. The
curd may be pressed, chilled, worked,
seasoned with salt; It may be heated,
with or without added cream or one or
more of the dairy Ingredients specified
in subparagraph (3) of this paragraph or
both, until It becomes fluid, and It may
then be homogenized or otherwIse mixed.

(2) In the preparation of neufohatel
cheese one or any mixture of two or more
of the optional ingredients gum Imraya,
gum tragacanth, carob bean gum, gelatin,
or algin may be used; but the quantity
of any such ingredient or mixture is
such that the total weight of the solids
contained therein Is not more than 0.5
percent of the weight of the finIshed
neufchatel cheese.

(3) The dairy ingredients referred to
in subparagrph (1) of this paragraph
are milk, skim milk, concentrated mUlk,
concentrated skim milk, and nonfat dry
milk solids. If concentrated milk, con-
centrated skim milk, or nonfat dry milk
solids is used, water may be added in a
quantity not n excess of that removed
when the milk or skim milk was concen-
trated or dried.

(4) For the purposes of this section
the term "milk" means sweet milk of
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cows; "sh-m mill" means milk from
which the milk fat has been separated,
and "concentrated sim milk" means
-in milk from which a portion of the

water has been removed by evaporation.
(c) When an optional ingredientlisted

in paragraph (b) (2) of this section is
present in neufchatel cheese, the label
shall bear the statement"
Added" or "With Added .
the blank being filled in with the word or
words "Vegetable Gum" or "Gelatin'" or
"Algin" or any combination of two or all
of these, as the cse may be. Wherever
the name "Neufehatel Cheese" appears
on the label so conspicuously as to be
easily seen under customary conditions
of purchase, the statement specified in
this section, showing the optional ingre-
dlents prezent shall immediately and
conspicuously precede or follow such
name, without Intervening written,
printed, or graphic matter.

§ 19.525 Cottage cheese; identity. (a)
Cottage cheese is the soft uncured cheese
prepared by the procedure set forth in
paragraph (b) of this section. The
finished cottage cheese contains not
more than 80 percent of moisture, as de-
terraned by the method prescribed under
"Moisture--Officlal" on page 301 of "Of-
ficlal and Tentative Methods of Analysis
of the Association of Official Asricul-
tuml Chemists," Fifth Edition, 1940.
(This method appears in the Eighth
Edition, 1955, at page 278.)

(b) (1) One or more of the dairy in-
gredlents specified in subparagraph (2)
of this paragraph is pasteurized; calcium
chloride may be added in a quantity of
not more than 0.02 percent (calculated
as anhydrous calcium chloride) of the
weight of the mix; harmless lactic-acid-
producing bacteria, with or without
rennet, are added and it is held until it
becomes coagulated. The coagulated
mass may be cut; It may be warmed; it
may be stirred; It is then drained. The
curd may be washed with water and
further drained; It may be preed,
chilled, worked, seasoned with salt.

(2) The dairy ingredients referred to
in subparagraph (1) of this paragraph
are sweat skim mill, concentrated skim
milk, and nonfat dry milk solids. If con-
centrated skim milk or nonfat dry milk
solids is used, water may be added in a
quantit not n excess of that removed
when the sia milk was concentrated
or dried.

(3) For the purposes of this section
the term "' ,im milk'" means the milk of
cows from which the milk fat has been
separated, and "concenti;ted slim milk"
means slim milk from which- a portion
of the water has been removed by evapo-
ration.

§ 19,530 Creamed cottage cheese;
identity. (a) Creamed cottage cheese is
the soft uncured cheese prepared by mix-
ing cottage cheese with pasteurized
cream or a pasteurized mixture of cream
with milk or shim milk or both. Such
cream or mixture is used in such quan-
tity that the milk fat added thereby is
not less than 4 percent by weight of the
finished creamed cottage cheese. The
finished creamed cottage cheese contains
not more than 80 percent of moisture
as determined by the method prescribed
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under "Moisture-Official" on page 301
[Ed. note, 8th edition, 1955, p. 278] of
"Official and Tentative Methods of
Analysis of the Association of Official
Agricultural Chemists," Fifth Edition,
1940.

(b) For the purposes of this section
"milk" means sweet milk of cows and
"skim milk" means milk from which the
milk fat has been separated.

§ 19.535 Granular cheese, stirred curd
cheese; identity. (a) -GrAnular cheese,
stirred curd cheese, is the food prepared
from milk and other ingredients speci-
fied in this section, by the procedure set
forth in paragraph (b) of this section,
or by another procedure which produces
a finished cheese having the same
physical and chemical properties as the
cheese produced when the procedure set
forth in paragraph (b) of this section is
used. It contains not more than 39
percent of moisture, and its solids con-
tain not less than 50 percent of milk fat,
as determined by the methods prescribed
in § 19.500 (c) If the milk used is not
pasteurized, the cheese so made is cured
at a temperature of not less than 35' F.
for not less than 60 days.

(b) Milk, which may be pasteurized or
clarified or both, and which may be
warmed, is subjected to the action of
harmless lactic-acid-producing bacteria,
present in such milk or added thereto.
Harmless artificial coloring may be
added. Sufficient rennet (with or with-
out purified calcium chloride in a quan-
tity not more than 0.02 percent, cal-
culated as anhydrous calcium chloride, of
the weight of the milk) is added to set
the milk to a semisolid mass. The mass
is so cut, stirred, and heated with con-
tinued stirring, as to promote and reg-
ulate the separation of whey and curd.
A part of the whey is drained off. The
curd is then alternately stirred and
drained to prevent matting and to
remove whey from curd. The curd is
then salted, stirred, drained, and pressed
Into forms. A harmless preparation of
enzymes of animal or plant origin capa-
ble of aiding in the curing or develop-
ment of flavor of granular cheese, may be
added during the procedure, in such
quantity that the weight of the solids of
such preparation is not more than 0.1
percent of the weight of the milk used.

(c) For the purposes of this section:
(1) The word "milk" means cow's

milk, which may be adjusted by separat-
ing part of the fat therefrom or by
adding thereto one or more of the fol-
lowing: Cream, slkm milk, concentrated
skim milk, nonfat dry milk solids, water
in a quantity sufficient to reconstitute
any concentrated skim milk or nonfat
dry milk s6lids used.

(2) Milk shall be deemed to have been
pasteurized If it has been held at a
temperature of not less than 1430 F.
for a period of not less than 30 minutes
or for a time and at a temperature equiv-
alent thereto in phosphatase destruction.
Granular cheese shall be deemed not
to have been made from pasteurized milk
if 0.25 gm. shows a phenol equivalent of
more than 3 micrograms when tested by,
the method prescribed in § 19.500 (e)

§19.537 Granular cheese for manu-
facturing; identity. Granular cheese for
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manufacturing coniforms to the defini-
tion and standard of identity prescribed
for granular cheese by § 19.535, except
that the milk is not pasteurized, and
curing is not required.

§ 19.5-40- Swzss cheese, emmenta~ir
cheese; identity. (a) Swiss cheese, em-
mentaler cheese, is the food prepared
from milk and other ingredients specified
in this section, by the procedure set
forth in paragraph (b) of this section,
or by another procedure which produces
a finished cheese having the same physi-
cal and chemical properties as the cheese
produced when the procedure set forth
in paragraph (b) of this section: is used.
It has holes, or eyes, developed through-
out the cheese. It contains not more
than 41 percent of moisture, and its sol-
ids contain not less than 43 percent of
milk fat, as determined by the methods
prescribed in § 19.500 (c) It is not less
than 60 days old.

(b) Milk, which may be pasteurized
or clarified or both, and which may be
warmcl, is subjected to the action of
harmless lactic-acid-producing bacteria,
present in such milk or added thereto;
harmless proplomc-acid-producing bac-
teria may also be added. Sufficient ren-
net (with or without purified calcium
chloride in a quantity not more than 0.02
percent, calculated as anhydrous calcium
chloride, of the weight of the milk) is
added to set the milk to a semisolid mass.
The mass is cut into particles similar in
size to wheat kernels. For about 30 min-
utes the particles are alternately stirred
and allowed to settle. The temperature is
raised to about 1260 F. Stirring is con-
tinued until the curd becomes firm. The
acidity of the whey at this point, cal-
culated as lactic acid, does not exceed
0.13 percent. The curd is transferred
to hoops or forms and pressed until the
desired shape and firmness are obtained.
The cheese is then salted by immersmg
it in a saturated salt solution for about
3 days. It is then held at a temperature
of about 500 F. to 60' F. for a period of
5 to 10 days, after which it is held at a
temperature of about 75* F. until It is
approximately 30 days old, or until the
so-called eyes form. Salt, or a solution
of salt in water, is added to the surface of
the cheese at some time during the cur-
ing process. The cheese is then stored
at a lower temperature for further cur-
ing. A harmless preparation of enzymes
of animal or plant origin capable of aid-
ing in the curing or development of
flavor of swiss cheese may be added dur-
ing the procedure, in such quantity that
the weight of the solids of such prepara-
tion is not more than 0.1 percent of the
weight of the milk used.

(c) For the purposes of this section,
the word "milk" means cow's milk,
which may be adjusted by separating
part of the fat therefrom or by adding
thereto cream or skim milk.

§ 19.542 Swiss cheese for manufac-
turzng;.dentity. Swiss cheese for manu-
facturing conforms to the definition and
ptandard of Identity prescribed for
swiss cheese by § 19.540, except that the
holes, or eyes, have not developed
throughout the entire cheese.

§ 19.543 Gruyere cheese; identity. (a)
Gruyere cheese is the food prepared

from milk and other Ingredients speod-
fled In this section, by the procedure et
forth in paragraph (b) of this section,
or by another procedure which produces
a finished cheese having the same physi-
cal and chemical properties as the cleeso
produced when the procedure set forth in
paragraph (b) of this section is used. It
contains not more than 39 percent of
moisture and Its solids contain not less
than 45 percent of milk fat, as deter-
mined by the methods prescribed In
§ 19.500 (c) It contains small holes, or
eyes. It has a mild flavor, due In part to
the growth of surface-curing agents. It
is not less than 90 days old.

(b) Milk, which may be pasteurized or
clarified or both, and which may be
warmed, Is subjected to the action of
harmless lactic-acid-producIng bacteria,
present in such milk or added thereto:
harmless proplonic-aald-produclng bac-
teria may also be added, Sufficient ren-
net (with or without purified calcium
chloride in a quantity not more than
0.02 percent, calculated as anhydrous
calcium chloride, of the weight of the
milk) Is added to set the milk to a semi-
solid mass. The mass Is cut Into par-
ticles similar In size to wheat kernels,
For about 30 minutes the particles are
alternately stirred and allowed to settle.
The temperature is raised to about 1260
F. Stirring is continued until the curd
becomes firm. The curd is transferred
to hoops or forms, and pressed until the
desired shape and firmness are obtained.
The cheese Is surface-salted while held
at a temperature of 480 F to 540 F. for a
few days. It is soaked for 1 day In a
saturated salt solution. It is then held
for 3 weeks in a salting cellar and wiped
every 2 days with brine cloth to insure
growth of biological curing agents on the
rind. It is then removed to a heating
room and held at progressively higher
temperatures, finally reaching 650 F.,
with a relative humidity of 85 to 90 per-
cent, for several Weeks, during Which
time-small holes, or so-called eyes, form.
The cheese Is then stored at a lower ten-
perature for further curing. A harmless
preparation of enzymes of animal or
plant origin capable of aiding In the cur.
ing or development of flavor of gruyero
cheese may be added during the proce-
dure, in such quantity that the weight
of the solids of such preparation Is not
more than 0.1 percent of the weight of
the milk used.

(c), For the purposes of this section,
the word "milk" means cow's milk, which
may be adjusted by separating part of
the fat therefrom or by adding thereto
cream or skim milk.

§ 19.545 Brick cheese; identity. (a)
Brick cheese is the food prepared from
milk and other ingredients specified In
this section, by the procedure set forth
In paragraph (b) of this section, or by
another procedure which produces a
finished cheese having the same physi-
cal and chemical properties as the
cheese produced when the procedure set
forth in paragraph (b) of this section is
used. It contains not more than 44 per-
cent of moisture, and Its solids contain
not less than 50 percent of milk fat, as
determined by the methods prescribed
In § 19.500 (c) If the milk uSed Is not
pasteurized, the cheese so made Is cured
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at a temperature of not less than 350 p.
for not less than 60 days.

(b) Milk, winch may be pasteurized or
clarified or both, is brought to a temper-
ature of about 88* F. and subjected to the
action of harmless lactic-acid-producing
bacteria, present m such milk or added
thereto. Harmless artificial coloring
may be added. Sufficient rennet (with
or without purified calcium chloride in
a quantity not more than 0.02 percent,
calculated as anhydrous calcium chlo-
ride, of the weight of the milk) is added
to set the milk to a semisolid mass. The
mass is cut into cubes with sides ap-
proximately %-inch long, and stirred
and heated so that the temperature rises
slowly to about 960 F. The stirring is
continued until the curd is sufficiently
firm. Part of the whey is then removed,
and the mixture diluted with water or
salt brine to control the acidity. The
curd is transferred to forms, and
dramed. During drainage it is pressed
and turned. After drainage the curd is
salted, and the biological curing agents
characteristic of brick cheese are applied
to the surface. The cheese is then cured
to develop the characteristics of brick
cheese. A harmless preparation of
enzymes of animal or plant origin ca-
pable of aiding in the curing or develop-
ment of flavor of brick cheese may be
added during the procedure, in such
quantity that the weight of the solids
of such preparation is not more than 0.1
percent of the weight of the milk used.

(a) For the purposes of this section:
(1) The word "milk" means cow's

milk, winch may be adjusted by separat-
ing part of the fat therefrom or by add-
ing thereto one or more of the followng:
Cream, slm milk, concentrated skim
milk, nonfat dry milk solids, water in a
quantity sufficient to reconstitute any
concentrated slm milk or nonfat dry
milk solids used.-

(2) Milk shall be deemed to have been
pasteurized if it has been held zt a tem-
perature of not less than 1430 F. for a
period of not less than 30 minutes, or
for a time and at a temperature equiva-
lent thereto in phosphatase destruction.
Brick cheese shall be deemed not to have
been made from pasteurized milk if 0.25
gn shows a phenol equivalent of more
than 5 micrograms when tested by the
method prescribed in § 19.500 (e)

§ 19.547 Brcwk cheese for manufactur-
ig; identity. Brick cheese for manu-
facturing conforms to the definition
and standard of identity prescribed for
brick cheese by § 19.545, except that the
milk is not pasteurized, and curing is
not required.

§ 19.550 Muenster cheese, munster
cheese; identity. (a) Muenster cheese,
munster cheese, is the food prepared
from pasteurized milk and other ingredl-
ents specified an this section, by the pro-
cedure set forth in paragraph (b) of this
section, or by another procedure which
produces a finished cheese having the
same physical and chemical properties
as the cheese produced when the proce-
dure set forth an paragraph (b) of this
section is used. It contains not more
than 46 percent of moisture, and its sol-
ids contain not less than 50 percent of
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milk fat, as determined by the methods
prescribed in § 19.500 (c).

(b) Milk, which is pasteurlzed or clarl-
fled or both. and which may be warmed.
Is subjected to the action of harmless lac-
tic-acid-producing bacteria, present In
such milk or added thereto. Harmless
artificial coloring may be added. Suffi-
cient rennet (with or without purified
calcium chloride in a quantity not more
than 0.02 percent, calculated as anhy-
drous calcium chloride, of the weight of
the milk) is added to set the milk to a
semisolid mass. After coagulation the
mass Is divided into small portions,
stirred, and heated, with or without di-
lution with water or salt brine, so as to
promote and regulate the separation of
whey and curd. The curd is transferred
to forms permitting drainage of the
whey. During drainage the curd may be
pressed and turned. After drainage the
curd is removed .from the forms and is
salted. The surface of the cheese may
be rubbed with vegetable oil, A harm-
less preparation of enzymes of animal or
plant origin capable of aiding in the cur-
ing or development of flavor of muenster
cheese may be added during the pro-
cedure, in such quantity that the weight
of the solids of such preparation is not
more than 0.1 percent of the weight of
the milk used.

c) For the purposes of this section:
(1) The word "milk" means cow's

milk, which may be adjusted bg separat-
ing part of the fat therefrom or by add-
ing thereto one or more of the following:
Cream, skim milk, concentrated skim
milk, nonfat dry milk solids, water In a
quantity sufficient to reconstitute any
concentrated skim milk or nonfat dry
milk solids used.

(2) Milk shall be deemed to have been
pasteurized if it has been held at a tem-
perature of not less than 1430 F. for a
period of not less than 30 minutes, or
for a time and at a temperature equiva-
lent thereto in phosphatase destruction.
Muenster cheese shall be deemed not to
have been made from pasteurized mill: if
0.25 gm. shows a phenol equivalent of
more than 3 micrograms when tested by
the method prescribed in § 19.500 (e).

§ 19.555 Edam cheese; identitY. (a)
Edam cheese is the food prepared from
milk and other ingredients specified in
this section, by the procedure set forth
in paragraph (b) of this section, or by
another procedure which produces a fin-
ished cheese having the same physical
and chemical properties as the cheese
produced when the procedure set forth
in paragraph (b) of this section is used.
It contains not more than 45 percent of
moisture, and its solids contain not less
than 40 percent of milk fat, as deter-
mined by the methods prescribed in
§ 19.500 (c). If the milk used i- not pas-
teurized, the cheese so made is cured at
a temperature of not less than 350 F. for
not less than 60 days. Edam cheeze Is
made in ball or loaf shapes, and the
surface is covered with a red-colored
paraffin or other tightly adhering coat-
Ing, colored red.

(b) Milk, which maybe pasteurized or
clarified or both, and which may be
warmed, Is subjected to the action of
harmless lactic-acid-producing bacteria,
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present in such milk or added thereto.
Harmless artificial coloring may be
added. Sufficient rennet (with or with-
out purified calcium chloride in a quan-
tity not more than 0.02 percent, calcu-
lated as anhydrous calcium chloride, of
the weight of the milk) is added to set
the milk to a semisolid mass. After co-
agulation the mass is cut into small
cube-shaped pieces with sides approxi-
mately %3-inch long. The mas Is stirred
and heated to about 900 F., and so han-
died by further stirring, heating, dilu-
tion with water or salt brine, and salting
as to promote and re-ulate the separa-
tion of curd and whey. When the de-
sired curd is obtained, it is transferred
to forms permitting drainage of whey.
During drainage the curd is pressed and
turned. After drainage the curd is re-
moved from the forms and Is salted and
cured. A harmle.s preparation of en-
zymes of animal or plant origin capable
of aiding in the curing or development of
flavor of edam cheese may be added dur-
ing the procedure, in such quantity that
the weight of the solids of such prepara-
tion is not more than 0.1 percent of the
weight of the milk used.

(c) For the purposes of this section:
(1) The word "m "y means cow's

milk, which may be adjusted by separat-
ing part of the fat therefrom or by add-
Ing thereto one or more of the followng:
Cream, skim milk, concentrated skim
milk, nonfat dry milk solids, water in a
quantity suilcient to reconstitute any
concentrated skim milk or nonfat dry
milk solids used.

(2) Milk shall be deemed to have been
pasteurized if It hs been held at a tem-
perature of not less than 1430 P. for a
period of not less than 30 minutes, or
for a time and at a temperature equiva-
lent thereto in phosphatase destruction.
Edam cheese shall be deemed not to
have been made from pasteurized ilk
if 0.25 gm. shows a. phenol equivalent of
more than 3 microarams when tested by
the method prescribed in § 19.500 Ce).

§ 19.560 Gouda cheese; identity.
Gouda cheese conforms to the definition
and standard of Identity prescribed for
edam cheese by § 19.555, except that the
fat content of its solids is not less than
46 percent. It is made in the shape of a
compressed sphere, in which the com-
pressed d-des are parallel and flat. The
surface may or may not be covered with
red-colored parafln or si-a tightly
adhering coating,

§ 19.565 Blue cheese; identity. (a)
Blue cheese is the food prepared from
milk and other ingredients specified in
this section, by the procedure set forth
In paragraph (b) of this section, or by
another procedure which produces a fLn-
ished cheese having the same physical
and chemical properties as the cheese
produced when the procedure set forth
in paragraph (b) of this section is used.
It is characterized by the presence of
bluish-green mold throughout the cheese.
It contains not more than 46 percent
moisture, and Its solids contain not less
than 50 percent of milk fat, as deter-
mined by the methods prescribed in
§ 19.500 c) It is not less than 60 days
old.
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(b) Milk, which may be pasteurized
or clarified or both, which may be
warmed, and which may be homogenized,
Is subjected to the action of harmless
lactic-acid producing bacteria, present in
such milk or added thereto. Harmless
artificial green or blue coloring in a
quantity which neutralizes any natural
yellow coloring in the curd may be added.
Sufficient rennet (with or without purl-
fled calcium chloride in a quantity not
more than 0.02 percent, calculated as
anhydrous calcium chloride, of the
weight of thl milk) is added to set the
milk to a semisolid mass. The mass is
cut into smaller portions and allowed to
stand for a time. The mixed cura and
whey is placed in forms permitting fur-
ther drainage. While being placed in
forms, spores of the mold Penicillium
roquefortil are added. The forms are
turned several times during drainage.
When sufficiently, drained, the shaped
curd is removed from the forms and
salted with dry salt or brine. Perfora-
tions are then made in the shaped curd,
and it is held at a temperature of ap-
proximately 500 F., at 90 to 95 percent
relative humidity, until the characteris-
tic mold growth has developed. During
storage the surface of the cheese may-be
scraped to remove surface growth of un-
desirable microorganisms. A harmless
preparation of enzymes of animal or
plant origin capable of aiding in the cur-
ing or development of flavor of blue
cheese may be added during the proce-
dure, In such quantity that the weight of
the solids of such preparation is not more
than 0.1 percent of the weight of the
milk used.

(c) For the purposes of this section:
(1) The word "milk" means cow's milk.
(2) Such milk may be bleached by the

use of benzoyl peroxide or a mixture of
benzoyl peroxide with potassium alum,
calcium sulfate, and magnesium carbo-
nate; but the weight of the benzoyl
peroxide is notmore than 0.002 percent
of the weight of the milk being bleached,
and the weight of the potassium alum,
calcium sulfate, and magnesium car-
bonate, singly or combined, is not more
than six times the weight of the benzoyl
peroxide used. If milkis bleached in this
manner, vitamin A is added to the curd
in such quantity as to compensate for
the vitamin A or its precursors destroyed
in- the bleaching process, and artificial
coloring is not used.

(3) Such milk may be adjusted by
separating part of the fat therefrom or
by adding one or more of the following:
Cream, cream which has been treated
in the manner provided in subparagraph
(2) of 'this paragraph, concentrated
skim milk, nonfat dry milk solids, water
sufficient to reconstitute any concen-
trated skim milk or nonfat dry milk
solids used.

§ 19.567 Gorgonzola cheese; identity.
(a) Gorgonzola cheese is the food pre-
pared from cow's milk or goat's milk or
mixtures of these, and other ingredients
specified in this section, by the procedure
set forth in paragraph (b) of this section,
or by another procedure which produces
a finished cheese having the same physi-
cal and chemical properties as the cheese
produced when the procedure set forth

in paragraph (b) of tins section Is used.
It is characterized by the presence of
bluish-green mold throughout the
cheese. It is made in loaves weighing
between 14 and 17 pounds. It contains
not more than 42 percent moisture, and
Its solids contain not less than 50 percent
milk fat, as determined by the methods
prescribed in § 19.500 (c) It is not less
than 90 days old.

(b) Milk, which may be pasteurized
or clarified or both, which may be
warmed, and which may be homogenized,
is subjected to the action of harmless
lactic-acid-producing bacteria, present
in such milk or added thereto. Harmless
artificial green or blue coloring in a
quantity which neutralizes any natural
yellow coloring m the curd may be added.
Sufficient rennet (with or without puri-
fied calcium chloride in a quantity not
more than 0.02 percent, calculated as
anhydrous calcium chloride, of the
weight of the milk) is added to set the
milk to a semisolid mass. The mass is
cut into smaller portions and allowed to
stand for a time. The mixed curd and
whey is placed into forms permitting
further drainage. While being placed
-in forms, spores of the mold Penicillium
glaucum are added. The forms are
turned several times during drainage.
When- sufficiently drained, the shaped
curd is removed from the forms and
salted with dry salt or brine. Perfora-
tions are then made in the shaped curd
and it is held at a temperature of ap-
proximately 500 F., at 90 to 95 percent
relative humidity, until the character-
istic mold growth has developed. Dur-
ing storage the surface of the cheese is
scraped, if necessary, to remove surface
growtlf of undesirable nncroorgamsms.
A harmless preparation of enzymes of
animal or plant origin capable of aiding
in the curing or development of flavor
of gorgonzola cheese may be added dur-
ing the procedure, in such quantity that
the weight of the solids of such prepara-
tion is not more than 0.1 percent of'the
milk used.
(c) For the purposes of this section:
(1) The word "milk" means cow's

milk or goat's milk or mixtures of these.
(2) Such milk may be bleached by the

use of benzoyl peroxide or mixture of
benzoyl peroxide with potassium alum,
calcium sulfate, and magnesium car-
bonate, but the weight of the benzoyl
peroxide is not more than 0.002 percent
of the weight of the milk being bleached,
and the weight of the potassium alum,
calcium sulfate, and magnesium car-
bonate, singly or combined, is not more
than six times the weight of the benzoyl
peroxide used. If milk is bleached in
this manner, vitamin A is added to the
curd in such quantity as to compensate
for the vitamin A or its precursors de-
stroyed in the bleaching process, and
artificial coloring is not used.

(3) Such milk may be adjusted by sep-
arating part of the fat therefrom or by
adding one or more of the following:
(In the case of cow's milk) cream, cream
which has been treated in the manner
provided in subparagraph (2> of this
paragraph, concentrated skim milk, non-
fat dry milk solids; (in the case of goat's.
milk) the corresponding products ob-
tained from goat's milk; water in a

quantity sufficient to reconstitute any
concentrated skim milk or nonfat dry
milk solids used.

§ 19.570 Roquefort cheese, shecp's
milk blue-mold cheese, blue-mola cheeso
from sheep's milk; identity. (a) Roquo-
fort cheese, sheep's milk blue-mold
cheese, blue-mold cheese from sheep's
milk, Is the food prepared from sheep's
milk and other Ingredients specified In
this section, by the procedure set forth
In paragraph (b) of this section, or by
another procedure which produces a fin-
ished cheese having the same physical
and chemical properties as the cheese
produced when the procedure set forth
n paragraph (b) of this section Is used,

It Is characterlzed by the presence of
bluish-green mold throughout the cheez.e,
It contains not more than 45 percent
moisture, and its solids contain not less
than 50 percent milk fat, as determined
by the methods prescribed In § 19.500
(c) It Is not less than 00 days old,

(b) Milk, which may be pasteurized,
and which may be warmed, Is subjected
to the action of harmless lactic-acid-pro-
ducing bacteria, present In such milk
or added thereto. Sufficient rennet is
added to set the milk to a semisolid mass.
The mass Is cut into smaller portions
and allowed to stand for a time. The
mixed curd and whey is placed In forms
permitting further drainage of whey,
Spores of the mold Penloilium roquo-
fortil are added. The forms are turned
several times during drainage. When
sufficiently drained, the shaped curd Is
removed from the forms and salted with
dry salt or brine. Perforations are then
made In the shaped curd, and it is held
at a temperature of approximately 500
F., with relative humidity of 90 to 05
percent, until the characteristic mold
growth has developed. During storage
the surface of the cheese Is scraped, if
necesary, to remove surface growth of
undesirable microorganisms, A harmless
preparation of enzymes of animal or
plant origin capable of aiding in the
curing or development of flavor of roque-
fort cheese may be added during the
procedure, in such quantity that the
weight of the solids of such preparation
Is not more than 0.1 percent of the
weight of the milk used.

(c) For the purposes of this section,
,the word "milk" means sheep's milk,
which may be adjusted by separating
part of the fat therefrom or by adding
thereto sheep's milk cream or skimmed
sheep's milk.

§ 19.575 Limburger cheese; identity.
(a) Limburger cheese Is the food pro-

,pared from milk and other ingredients
specified in this section, by the procedure
set forth In paragraph (b) of this sec-
tion, or by. another procedure which
produces a finished cheese having the
same physical and chemical properties
as the cheese produced when the pro-
cedure set forth in paragraph (b) of this
section Is used. It contains not nmoro
than 50 percent of moisture, and Its
solids contain not less than 50 percent of
milk fat, as determined by the methods
prescribed in § 19.500 (c) If the milk
used is not pasteurized, limburger cheese
is held at a temperature of not less than350 F for not less than 60 days,
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(b) Milk, which may be pasteurized or
clarified or both, is brought to a temper-
ature of about 92° F. and subjected to
the action of harmless lactic-acld-pro-
ducmg bacteria, present in such milk or
-added thereto. Sufficient rennet (with
or without purified calcium chloride in
a quantity not more than 0.02 percent,
calculated as anhydrous calcium chlo-
ride, of the weight of the milk) is added
to set the milk to a semisolid mass.
The mass is cut into cubes with sides
approximately Y-imch long. After a
-few minutes the mass is stirred and
heated, gradually raising the temper-
ature to 96° F. to 980 F. The curd is
then allowed to settle, most of the whey
is drained off, and the remaining curd
and whey dipped into molds. During
drainage the curd may be pressed. It
is turned at regular intervals. After
drainage the curd is cut into pieces of
desired size and dry-salted at intervals
for 24 to 48 hours. The cheese is then
cured with frequent applications of a
weak brine solution to the surface, until
the proper growth of surface-curing or-
gamsms is obtained. It is then wrapped
and held in storage for development of
as much additional flavor as is desired.
When made from pasteurized milk, the
milk is brought to a temperature of 890
F. to 90 F. after pasteurization. A cul-
ture of harmless lactic-acid-producing
bacteria is added. Calcium chloride may
be added, as to raw milk. The procedure
then is the same as with raw milk, ex-
cept that heating is to 94 F. After most
of the whey is drained off, salt brine at
a temperature of 660 F to 700 F. is added,
so that the pH of the curd is about 4.8.
The mixed curd, whey, and brine is
dipped into molds and the same pro-
cedure followed as when raw milk is used.
Whether pasteurized or unpasteurized
milk is used, a harmless preparation of
enzymes of animal or plant origin
capable of aiding in the curing or devel-
opment of flavor of limburger cheese,
may be added during the procedure, in
such quantity that the weight of the
solids of such preparation is not more
than 0.1 percent of the weight of the milk
used.

(c) For the purposes of this section:
(1) The word "milk" means cow's

milk, which may be adjusted by sepa-
rating part of the fat therefrom or by
adding thereto one or more of the fol-
lowig: Cream, skim milk, concentrated
skm milk, nonfat dry milk solids, water
in a quantity sufficient to reconstitute
any concentrated skim milk or nonfat
dry mill- solids used.

(2) Milk shall be deemed to have been
pasteurized if it has been held at a tem-
perature of not less than 1430 F. for a
period of not less than 30 minutes, or for
a time and at a temperature equivalent
thereto in phosphatase destruction.

§ 19.580 Lfonterey cheese, Monterey
2ack cheese; identity. (a) Monterey
cheese, Monterey jack cheese is the food
prepared from milk and other ingredi-
ents specified in this section, by the pro-
cedure set forth in paragraph (b) of this
section, or by another procedure which
produces a finished cheese having the
same physical and chemical properties
as the cheese produced when the proce-
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dure set forth in para-raph (b) of ths
section is used. It contains not more
than 44 percent of moisture, and Itz
solids contain not lezs than 50 percent
-of milk fat, as determined by the meth-
ods prescribed in § 19.500 (c)

(b) Milk, wlhich Is pasteurized, and
which may be clarified, Is subjected to
the action of harmless lactic-acid-pro-
durm bacteria, pre-ent In such mill or
added thereto. "Sufilcient rennet (with
or without purified calcium chloride in
-a quantity not more than 0.02 percent,
calculated as anhydrous calcium chlo-
ride, of the weight of the milk) Is added
to set the milk to a semisolid ma-s. The
mass is so cut, stirred, and heated with
continued stirring, as to promote and
regulate the separation of whey and
curd. Part of the whey is drained off,
and water or salt brine may be added.
The-curd is drained and placed in a mus-
lin or sheeting cloth, formed into a ball,
and pressed; or the curd is placed in a
cheese hoop and preped. Later, the
cloth bandage Is removed, and the chcese
may be covered with paraffin or dipped
in vegetable oil, and may have rice flour
sprinkled on the surface. A harmlezs
preparation of enzymes of animal or
plant origin capable of aidin- in the
curing or development of flavor of
monterey cheese may be added durin-
the procedure, in such quantity that the
weight of the solids of such preparation
is not more than 0.1 percent of the
weight of the milk used.

(c) For the purpozez of this section:
(1) The word "milk" means cow's mir-

which may be adjusted by sEparating
part of the fat therefrom or by adding
thereto one or more of the following:
Cream, skim milk, concentrated skim
milk, nonfat dry milk solids, wat-r in a
quantity sufficient to reconstitute any
concentrated skim milk or nonfat dry
milk solids used.

(2) Milk shall be deemed to have been
pasteurized if It has been held at a tem-
perature of not less than 1430 F. for a
perlod of not less than S0 minutez, or
for a time and at a temperature equiva-
lent thereto in phosphatase destruction.
Monterey cheese shall be deemed not to
have been made from pasteurized milk
if 0.25 gin. shows a phenol equlvalent of
more than 3 micrograms when tested by
the method prescribed In § 19.500 (e)

_§ 19.585 High-mofsture Jac!; chcosc;
identity. High-moisture Jack cheeze
conforms to the definition and standard
of identity prescribed for montcrey
cheese by § 19.580, except that Its mois-
ture content Is not lezs than 44 pcrcent,
but less than 50 percent.

§ 19.500 Prorolone chceseas taflata
cheese; identity. (a) Provolone cheeze
pasta filata cheese. is the food prepared
from milk and other Ingredients speci-
fied in this section, by the procedure set
forth in paragraph (b) of this section, or
by another procedure which produces a
finished cheese having the same phyzical
and chemical properties as the cheeze
produced when the procedure set forth
in paragraph (b) of this section is uzed.
It has a stringy texture, and may be
made in several shapes. It contains not
more than 45 percent of molsture, and

its solids contain not lezs than 45 per-
cent of milk fat, as datermined by the
methods prezerlbad In § 19.500 (c) If
the milk used i- not pasteurized, the
cheese so made Is held at a temperature
of not lezs than 35° P. for not less than
CO days.

(b) l1k, which may be pasteurized
or clarified or both, and which may be
warmed, is subjected to the acticn of
harmless lactic-acid-producing bacteria,
present in such milk or added thereto.
Harmle artifici blue or green coloring
in a quantity which neutralizes any natu-
ral yellow coloring in the curd may be
added. Suffclent rennet, rennet paste,
or exr -ct of rennet paste (with or with-
out purified calcium chloride In a quan-
tity not more than 0.02 percent, calcu-
lated as anhydrous calcium chloride, of
the weight of the milk) is added to set
the mni to a semisolid mass. The mass
Is cut, stirred, and heated so as to pro-
mote and regulate the separation of
whey from the curd. The whey is
drained off and the curd is matted and
cut, Immerced in hot water, and 1meaded
and stretched until it Is smooth and free
from lumps. Then It is cut and molded.
During the molding the curd is kept suf-
ficiently warm to cause proper sealing
of the surface. The molded curd is then
firmed by immersion in cold water, salted
In brine, and dried. Some shapes may
ba encased in rops or twine before dry-
ing. Provolone cheese may be smoked.
It Is given some additional curing and
cowred with paraffin or similar wax. A
harmless prcparation of enzymes of am-
mal or plant origin capable of aiding in
the curing or development of flavor of
provolone cheese may be added during
the procedure, in such quantity that the
weight of the solids of such preparation
s not more than 0.1 percent of the

weight of the milk used.
(c) For the purposes of this section:
(1) The word 'milk" means cow's

mil, which may be adjusted by separat-
ing part of the fat therefrom or by
adding thereto one or more of the follow-
Ing: Cream, skim milk, concentrated
zkimilk, nonfat dry milk solids, water
in a quantity cuil1ient to reconstitute
any concentrated sq1m milk or nonfat
dry milk solids used.

(2) rJJ1i shall be deemed to have been
pasteuriz:d if it has been held at a tem-
perature of not less than 143' F. for a
period of not les than 30 minutes, or for
a time and at a temperature equivalent
thereto in phoshatase destruction.
Provolone cheeze shall be deemed not to
have been made from pasteurized mlk
if 0.25 un. shows a phenol equivalent of
more than 3 micrograms when tested
by the method prescribed in § 19.500 (e).
(d) The name "Provolone cheese'"

("P ta fihta cheese") may Include the
common nama of the shape of the cheese,
such as "Sa lal provolone" If provo-
lone cheese Is not smroked, the 'name
includes the word3 '"iot srmrnoked."

§ 19.591 Cadcocavealo sici'tano cheese;
identity. (a) Caclocavallo siciliano
cheese Is the food prepared from cow's
milk or sheep's milk or goat's milk or
mixtures of two or all of these and
other Ingredients specified in this see-
tion, by the procedure set forth in
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paragraph (b) of this section, or by an-
other procedure which produces a fin-
ished cheese having the same physical
and chemical properties as the cheese
'produced when the procedure set forth
in paragraph (b) of this section is used.
It has a stringy texture, and is made in
oblong shapes. It contains not more
than 40 percent of moisture, and its
solids contain not less than 42 percent
milk fat, as determined by the methods
prescribed in § 19.500 (c) It is cured
for not less than 90 days at a tempera-
ture of not less than 350 F

(b) Milk, which may be pasteurized
or clarified or both, and which may be
warmed, is subjected to the action of
harmless lactic-acid-producing bacteria,
present in such milk or added thereto.
Harmless artificial blue or green coloring
in a quantity which neutralizes any
natural yellow coloring in the curd may
be added. Sufficient rennet, rennet
paste, or extract of rennet paste (with
or withoLt purified czslcium chloride
in a quantity not-more than 0.02 per-
cent, calculated as anhydrous calcium
chloride, of the weight of the milk) is
added to set the milk to a semisolid mass.
The mass is cut, stirred, and heated so
as to promote and regulate the separa-
tion of whey from the curd. The whey is
drained off, and the curd is removed to
another vat containing hot whey, in
which it is soaked for several hours. This
whey is withdrawn, the curd is allowed to
mat, and is cut into blocks. These are
washed in hot whey until the desired
elasticity is obtained. The curd is
removed from the vat, drained, pressed
into oblong forms, dried, and salted in
brine, and cured. It may be paraffined.
A harmless preparation of enzymes of
animal or plant origin capable of aiding
in the curing or development of flavor of
caciocavallo siciliano cheese may be
added during the procedure, in such
quantity that the weight of the solids of
such preparation is not more than 0.1
percent of the weight of the milk used.

(c) For the purposes of this section,
the word "milk" means cow's milk or
goat's milk or sheep's milk or mixtures
of two or all of these. Such milk may be
adjusted by separating part of the fat
therefrom or (in the case of cow's milk)
by adding one or more of the following:
Cream, skim milk, concentrated skim
milk, nonfat dry milk solids; (in the case
of goat's milk) the corresponding
products from goat's milk; (in the case
of sheep's milk) the corresponding
products from sheep's milk; water in a
quantity sufficient to reconstitute any
such concentrated or dried products
used.

(d) When caclocavallo siciliano cheese
Is made solely from cow's milk, the name
of such cheese is "Caciocavallo siciliano
cheese." When made from sheep's milk
or goat's milk or mixtures of these, or
one or both of these with cow's milk, the
name is followed by the words "made
from ------- the blank being filled in
with the name or names of the milks
used, in order of predominance by
weight.

§ 19.595 Parmesan cheese, reggiano
cheese; identity. (a) Parmesan cheese,
regglano cheese, is the food prepared

from milk and other ingredients specl,
fled in this section, by the procedure set
forth in paragraph (b) of this section,
or by another procedure which produces
a finished cheese having the same physi-
cal and chemical properties as the cheese
produced when the procedure set forth
in paragraph (b) of this section is used.
It is characterized by a granular texture
and a hard and brittle rind. It grates
readily. It contains not more than 32
percent of moisture, and its solids con-
tam not less than 32 percent of milk fat,
as determined by the methods prescribed
in § 19.500 (c) It is cured for not less
than 14 months.

(b) Milk, which may be pasteurized
or clarified or both, and which may be
warmed, is subjected to the action of
harmless lactic-acid-producing bacteria,
present in such milk or added thereto.
Sufficient rennet (with or without puri-
fied calcium chloride in a quantity not
more than 0.02 percent, calculated as
anhydrous calcium chloride, of the
weight of the milk) is added to set the
milk to a semisolid mass. Harmless
artificial coloring may be added. The
mass i cut into pieces no larger than
wheat kernels, heated, and stirred until
the temperature reaches between 1150 F.
and 1250 F. The curd is allowed to settle
and is then removed from the kettle or
vat, drained for. a short time, placed in
hoops, and pressed. The pressed curd is
removed and salted in brine, or dry-
salted.. The cheese is cured in a cool,
ventilated room. The rind of the cheese
may be coated or colored. A harmless
preparation of enzymes of animal or-
plant origin capable of aiding in the
curing or development of flavor of
parmesan cheese may be added during
the procedure, in such quantity that the
weight of the solids of such preparation
is not more than 0.1 percent of the weight
of the milk used.

(c) For the purposes of this section,
the word "milk" means cow's milk, which
may be adjusted by separating part of
thd fat therefrom or by adding thereto
one or more of the following: Cream,
skim milk, concentrated skim milk, non-
fat dry milk solids, water in a quantity,
sufficient to reconstitute any concen-
trated skim milk or nonfat dry milk
solids used.

§ 19.610 Romano cheese; identity.
(a) Romano cheese is the food prepared
from cow's milk or sheep's milk or goat's

ik or mixtures of two .or all of these
and other ingredients specified in this
section, by the procedure set forth in
paragraph (b) of this section, or by
another procedure which produces a
finished cheese having the same phys-
ical and chemical properties- as the
cheese produced when-the procedure set
forth in paragraph (b) of this section is
used. It grates readily, and has a gran-
ular texture and a hard and brittle rind.
It contains not more than 34 percent of
moisture, and its solids contain not less
than 38 percent of milk fat, as deter-
mined by the methods prescribed in
§ 19.500 (c) It is cured for not less
than 5 months.

(b) Milk, which may be pasteurized
or clarified or both, and which may be
warmed, is subjected to the action of

harmless lactic-acid-producing bacteria,
present in such milk or added thereto,
Harmless artificial blue or green color-
ing in a quantity which neutralizes any
natural yellow coloring In the curd may
be added. Rennet, rennet paste or ex-
tract of rennet paste (with or without
purified calcium chloride in a quantity
not more than 0.02 percent," calculated
as anhydrous calcium chloride, of the
weight of the -milk) Is added to set the
milk to a semisolid mass. The mass Is
cut into particles no larger than corn
kernels, stirred, and heated to a tern-,
perature of about 1200 F The curd is
allowed to settle to the bottom of the ket-
tle or vat, and Is then removed and
drained for a short time, packed in forms
or hoops, and pressed. The pressed
curd is salted by immersing in brine for
about 24 hours and is then removed from
the brine and the surface allowed to dry.
It Is then alternately rubbed with salt
and washed at Intervals. It may be per-
forated with needles. It Is finally dry-
cured. During curing it Is turned and
scraped. The surface may be rubbed
with vegetable oil. A harmless prepara-
tion of enzymes of ammal or plant origin
capable of aiding in the curing or de-
velopment of flavor of romano cheese
'may be added during the procedure, in
such quantity that the weight of the
solids of such preparation Is not more
than 0.1 percent of the weight of the milk
used.

(c) For the purposes of this section,
the word "milk" means cow's milk or
goat's milk or sheep's milk or mixtures
of two or all of these. Such milk may
be adjusted by separating part of the fat
therefrom or (in the case of cow's milk)
by adding one or more of the following:
Cream, skim milk, concentrated skim
milk, nonfat dry milk solids; (in the
case of goat's milk) the corresponding
products from goat's milk; (in the case
of sheep's milk) the corresponding prod-
ucts from sheep's milk; water in a quan-
tity sufficient to reconstitute any such
concentrated or dried products used.

(d) When romano cheese is made
solely from cow's milk the name of such
cheese is "Romano cheese made from
cow's milk" and may be preceded by the
word "Vaccine" (or "Vacchino"), when
made solely from sheep's milk, the name
is "Romano cheese made from sheep's
milk," and may be preceded by the word
"Pecorina"; when made solely from
goat's milk, the name is "Romano cheese
made from goat's milk," and may be pre-
ceded by the word "Caprino"; and when
a mixture of two or all of the milks speci-
fied in this section Is used, the name of
the cheese Is "Romano cheese made
from - ," the blank being filled In
with the names of the milks used, In
order of predominance by weight,

§ 19.615 Asiago fresh cheese, asifago
soft cheese; identity. (a) Aslago fresh
cheese, asiago soft cheese, Is the food
prepared from milk and other Ingredi-
ents specified in this section, by the pro-
cedure set forth in paragraph (b) of this
section, or by another procedure which
produces a finished cheese having the
same physical and chemical properties as
the cheese produced when the procedure
set forth In paragraph (b) of this section
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s used. It contains not more than 45
percent of moisture, and its solids con-
tam not less than 50 percent of milk
fat, as determined by the methods pre-
scribed in § 19.500 (c) It is cured for
not less than 60 days.

(b) Ilk, which may be pasteurized
or clarified or both, and which may be
warmed, is subjected to the action of
harmless lactic-acid-prcducing bacteria,
present in such milk or added thereto.
Harmless artificial blue or green color-
ing in a quantity winch neutralizes any
natural yellow coloring in the curd may
be added. Sufficient rennet (with or
without purified calcium chloride in a
quantity not more than 0.02 percent,
calculated as anhydrous calcium chlo-
ride, of the weight of the milk) is added
to set the milk to a semisolid mass. The
mass is cut, stirred, and heated to uro-
mote and regulate separation of the
whey from the curd. The whey is
drained off. When the curd is sufflciant-
ly firm, it is removed from the kettle or
vat, further drained for a short time,
packegl into hoops, and pressed. The
pressed curd is salted in brine and cured
in a well-ventilated room. During cur-
mg the surface of the cheese is occasion-
ally rmbbed with a vegetable oil. A
harmless preparation of enzymes of
animal or plant origin capable of aiding
in the curing or development of flavor
of asiago fresh cheese may be added
during the procedure, in such quantity
that the weight of the solids of such
preparation is not more than 0.1 percent
of the weight of the milk used.

(c) For the purposes of this section,
the word "milk" means cow's milk, which
may be adjusted by separating part of
the fat therefrom or by adding thereto
one or more of the following: Cream,
skm milk, concentrated skim milk, non-
fat dry milk solids, water in a quantity
-sufficient to reconstitute any concen-
trated skim milk or nonfat dry milk
solids used.

§ 19.620 Asiago medium cheese; iden-
tity. Asiago medium cheese conforms
to the definition and standard of iden-
tity prescribed by § 19.615 for aslago
fresh cheese, except that it contains not
more than 35 percent moisture, its solids
contain not less than 45 percent of milk
fat, and it is cured for not less than 6
months.

§ 19.625 Asago old che.ese; identity.
Asiago old cheese conforms to the defini-
tion and standard of identity prescribed
by § 19.615 for asiago fresh cheese, ex-
cept that it contains not more than 32
percent moisture, its solids contain not
less than 42 percent of milk fat, and it
is cured for not less than 1 year.

§ 19.635 Cook cheese, koch. kaese;
identity. (a) Cook cheese, koch kaese,
is the food prepared from skim milk and
other ingredients specified in this sec-
tion by the procedure set forth in para-
graph (b) of this section, or by another
procedure which produces a inshed
cheese having the same physical and
chemical properties as the cheese pro-
duced when the procedure set forth in
paragraph (b) of this section Is used.
It contains not more than 80 percent
moisture as determined by the method
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therefor prescribed in § 10.500 (c).
When tested for phosphatase by the
method prescribed in § 19.500 (e) 0.25
gin. of cook cheese shows a phenol
equivalent of not more than 3 micro-
grams.

(b) Sim milk, or the optional dairy
ingredients specified In paragraph (c) of
this section, which may be pasteurlzed,
and which may be warmed, are subjected
to the action of harmless lactic-acid-
producing bacteria, present in such dairy
ingredients or added thereto. A culture
of a harmless white mold may be added.
Sufficient rennet (with or without puri-
fied calcium chloride in a quantity not
more than 0.02 percent, calculatcd as
anhydrous calcium chloride, of the
weight of milk) may be added to aid in
setting the mix to a semisolid mass. The
mass is cut, stirred, and heated, with
continued stirring, so as to separate the
curd and whey. The whey is drained
from the curd. and the curd is cured for
2 or 3 days. It is then heated to a tem-
perature of not less than 180 ° F. until
the hot curd will drop from a ladle with
a consistency like that of honey. The
hot cheese is filled into packagrs and
cooled. Pasteurized cream, salt, or car-
away seed, or any mixture of two or
more of these may be added.

(c) The optional dairy inaredlents
referred to in paragraph (b) of this sec-
tion are: Skim milk or concentrated ':Min
milk or nonfat dry milk solids or a mix-
ture of any two or more of these, with
water in a quantity not in excez3 of
that suficient to reconstitute any con-
centrated skim milk or nonfat dry mill
solids used.

(d) For the purposes of this scetion,
"'skim milk" means cow's milk from
which the milk fat has been separated.

§ 19.637 Sap sago cheese; identity.
(a) Sap sago cheese Is the food prepared
from the skim milk of cows and other
ingredients specified in this section, by
the procedure set forth in pamgmph (b)
of this section. It has a pale-grcen
color, and Is made in the fa, pa of a
truncated cone. It contain- not more
than 38 percent of moisture, as deter-
mined by the method prescribed in
§ 19.500 (c).

(b) Skim milk Is allowed to become
sour, and is heated to boiling tem pem-
ture, with stirring. Cold buttermilk
may be added. Suiclent sour whey is
added to precipitate the casein. The
curd is removed, spread out In boxes, and
pressed, and while under pressure is
allowed to drain and ferment. It is
ripened for not less than 5 weeks. The
ripened curd-is dried and ground, salt
and dried clover of the species r elilotus
coerulea are added. The mixture is
shaped into truncated cones. It is then
cured for not leIs than 5 months.

§ 19.639 Gammelost cheese; identity.
(a) Gammelost cheese Is the food pre-
pared from the skim milk of cows and
the other ingredients specied In this
section, by the procedure set forth in
paragraph (b) of this section. It con-
tains not more than 52 percent of mois-
ture, as determined by the method
prescribed in § 19.500 (c).(b) Skim milk, which may be p,-
teurized, is subjected to the action of
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harmlezs lactic-acld-producing bacteria,
present in such skim milk or added
thereto. The development of acidity is
continued until the si-r milk coagulates
to a cemisolid mass. The mass I- stirred
and heated until a temparature of about
1450 F. is reached, and Is held at that
temperature for not less than L hour.
The whey is drained off and the curd
removed and placed in forms and pressed.
The shaped curd Is placed in whey and
hctd for 3 or 4 hours. It is then re-
moved from the whey and may again be
pressed. It is then stored under condi-
tions cuitable for curing.

§ 19.650 Hard chweses; identity. (a)
The chses for which definitions and
standards of Identity are prescribed by
this section are hard cheeses for which
specifically applicable definitions and:
standards of Identity are not prescribed
by other sections of this part. They are
made from milk and the other ingredl-
ents specified in this section, by the
procedure set forth in paragraph (b) of
this section. They contain not more
than 39 percent of moisture, and their
solids contain not less than 50 percent of
milk fat, as determined by the methods
prczcribsd in § 19.500 (c) If the mi
used is not pasteurized, the cheese so
made is cured at a temperature of not
less than 350 . for not less than 60 days.

(b) Mlk_, which may be pasteurized or
cl&rifed or both, and which may be
warmed, is subjected to the action of
harmless lactic-aeld-producing bacteria,
with or without other harmless flavor-
producing bacteria, prczent in such milk
or added thereto. Harmless artificial
coloring may be added. Sufficient ren-
net, rennet paste or extract of rennet
paste (with or without purified calcium
chloride in a quantity not more than 0.02
percent, calculated as anhydrous calcium
chloride, of the weight of the Tik is
added to set the milk to a semisolid mass.
The mass is cut into small particles,
stirred, and heated. The curd is sepa-
rated from the whey, drained, and
shaped into forms, and may be preszed.
The curd is salted at some stage of the
manufacturing procass. The shaped
curd may be cured. The rind may be
coated with paraffin or rubbed with,
vegetable oil. A harmless preparation of
enzymes of animal or plant ongin capa-
ble of aiding in the curing or develop-
ment of flavor of hard cheese may be
added during the procedure, in such
quantity that the weight of the solids of
such preparation Is not more than 0.1
percent of the weight of the mlk used.
Hiarmle flgavor-producing microorgan-
isms may be added, and curing may be
conducted under suitable conditions for
the development of biological curing
agentz.

(c) For the purposes of this section:
(1) The word "milk" means cow's

milk or goat's milk or sheep's milk or
mixtures of two or all of these. Such
milk may be adjusted by separating part
of the fat therefrom, or (in the case of
cow's milk) by adding one or more of
the following: Cream. skim flk. concen-
trate d skim milk, nonfat dry mik solids;
(in the case (f goat's milk) the corre-
sponding productz from goat's milk; (in
the case of sheep's milk) the correspond-
ing products from sheep's milk; water in
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a quantity sufficient to reconstitute any
concentrated or dried products used.

(2) Milk shall be deemed to have been
pasteurized if it has been held at a tem-
perature of not less than 1430 F. for a
period of not less than 30 minutes, or for
a time and at a temperature equivalent
thereto in phosphatase destruction. A
hard cheese shall be deemed not to" have
been made from pasteurized milk if 0.25
gm. shows a phenol equivalent of more
than 3 micrograms, when tested by the
method prescribed in § 19.500 (e)

(d) The name of each hard cheese for
which a definition and standard of iden-
tity is prescribed by this section is "Hard
cheese," preceded or followed by*

(1) The specific common or usual
name of such hard cheese, if any such
name has become generally recognized
therefor; or

(2) If no such specific common or
usual name has become generally recog-
nized therefor, an arbitrary or fanciful
name which is not false or misleading in
any particular.

(e) When milk other than cow's milk
is used in whole or in part, the name of
the cheese includes the statement "made
from ---------- " the blank being
filled in with the name or names of the
milk used, in order of predominance by
weight.

§ 19.655 Semisoft cheeses; identity;
label statement of optional zngredients.
(a) The cheeses for which definitions
and standards of identity are prescribed
by this section are semisoft cheeses for
which specifically applicable definitions
and standards of identity are not pre-
scribed by other sections of this part.
They are made from milk and.other in-
gredients specified in this section, by the
procedure set forth in paragraph (b) of
this section. They contain more than 39
percent, but not more than 50 percent, of
moisture, and their solids contain not
less than 50 percent of milk fat, as de-
termined by the methods prescribed in
§ 19.500 (c) If the milk used is not
pasteurized, the cheese so made is cured
at a temperature of not less than 350 F.
for not less than 60 days.

(b) Milk, which may be pasteurized or
clarified or both, and which may be
warmed, is subjected to the action of
harmless lactic-acid-producing bacteria
or other harmless flavor-producing bac-
teria, present in such milk or added
thereto. Sufficient rennet, rennet paste,
or extract of rennet paste (with or with-
out purified calcium chloride in a quan-
tity not more than 0.02 percent, calcu-
lated as anhydrous calcium chloride, of
the weight of the milk) is added to set
the milk to a semisolid mass. Harmless
artificial coloring may be added. After
coagulation the mass is so treated as to
promote and regulate the separation of
whey and curd. Such treatment may in-
clude one or more of the following: cut-
ting, stirring, heating, dilution with
water or brine. The whey, or part of it,
is drained off, and the curd is collected
and shaped. It may be placed in forms,
and may be pressed. Harmless flavor-
producing microorganisms may be
added. It may be cured in a manner to
promote the growth of biological curing
agents. Salt may be added during the
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procedure. A harmless preparation of
enzymes of animal or plant origin capa-
ble of aiding in the curing or develop-
ment of flavor of semisoft cheese may be
added, in such quantity that the weight
of the solids of such preparation is not
more than 0.1 percent of the weight of
the milk used.
(c) For the purposes of this section:
(1) The word "milk" means cow's milk

or goat's milk or sheep's milk or mix-
tures of two or all of these. Such milk
may be adjusted by separating part of
the fat therefrom, ,or (in the case of
cow's milk) by addig one or more of
the following: Cream, skim milk, con-
centrated skim milk, nonfat dry milk
solids; (in the case of goat's milk) the
corresponding products from goat's
milk; (in the case of sheep's milk) the
corresponding products from sheep's
milk; water in a quantity sufficient to
reconstitute any concentrated or dried
products used.

(2) iVlk shall be deemed to have been
pasteurized if it has been held at a
temperature of not less than 1430 F for
a period of not less than 30 minutes, or
for a time and at a temperature equiva-
lent thereto in phosphatase destruction.
A semisoft cheese shall be deemed not to
have been made from pasteurized milk
if 0.25 gm. shows a phenol equivalent of
more than 5 micrograms when tested by
the method prescribed in § 19.500 (e)
(d) The name of each semisoft cheese

for which a definition End standard of
identity is prescribed by this section is
"Semisoft cheese," preceded or followed
by.
(1) The specific common or usual

name of such semisoft cheese, if any
such name has become generally recog-
nized therefor- or

(2) If no such specific common or
usual name has become generally recog-
nized therefor, an arbitrary or fanciful
name which is not false or misleading in
any particular.
(e) When milk other than cow's milk

is used in whole or in part, the name of
the cheese includes the statement "made
frQm,----------" the blank being
filled in with the name or names of the
milk used, in order of predominance by
weight.

§ 19.660 Semzsoft part-skim cheeses;
identity; label statement of optional
zngredients. (a) The cheeses for which
definitions and standards of identity are
prescribed by this section are semisoft
part-skim cheeses for which specifically
applicable definitions and standards of
identity are not prescribed by other sec-
tions of -this part. They are made from
partly skimmed milk and other ingredi-
ents specified in this section, by the
procedure set forth in paragraph (b) of
this section. They contain not more
than 50 percent of moisture, and their
solids contain not less than 45 percent,
but less than 50 percent, of milk fat, as
determined by the methods set forth in
§ 19.500 (c) If the milk used is not
pasteurized, the cheese so made is cured
at a temperature of not less than 350 F.,
for not less than 60 days.
(b) Milk, which may be pasteurized

or clarifled or both, and which may be
warmed, is subjected to the action of

harmless lactic-acid-producing bacteria
or other harmless flavor-producing bac-
teria, present In such milk or added
thereto. Sufficient rennet, rennet paste,
or extract of rennet paste (with or with-
out purified calcium chloride, In a quan-
tity not more than 0.02 percent, calcu-
lated as anhydrous calcium chloride, of
the weight of the milk) is added to set
the milk to a semisolid mass. Harmless
artificial coloring may be added. After
coagulation the mass is so treated as to
promote and regulate the separation of
whey and curd. Such treatment may in-
clude one or more of the following:
Cutting, stirring, heating, dilution with
water or brine. The whey, or part
of it, Is drained off, and the curd Is col-
lected and shaped. It may be placed
In forms, and It may be pressed. Harm-
less flavor-producing microorganisms
may be added. It may be cured in a
manner to promote the growth of bio-
logical curing agents. Salt may be added
during the procedure. A harmless prop-
aration of enzymes of animal or plant
origin capable of aiding in the curing
or development of flavor of semisoft
part-skim cheese may be added in such
quantity that the weight of the solids of
such preparation is not more than 0.1
percent of the weight of the milk used.
(c) For the purposes of this section:
(1) The word "milk" means cow's milk

or goat's milk or sheep's milk or mix-
tures of two or all of these. Such milk
may be adjusted by separating part of
the fat therefrom or (in .the case of
cow's milk) by adding one or more of
the following: Cream, skim milk, con-
centrated skim milk, nonfat, dry milk
solids; (in the case of goat's milk) the
corresponding products from goat's milk;
(in the case of sheep's milk) the corre-
sponding products from sheep's milk;
water in a quantity sufficient to recon-
stitute any such concentrated or dried
products used.

(2) Milk shall be deemed to have been
pasteurized if It has been held at a
temperature of not less than 1430 F for
a period of not less than 30 minutes, or
for a time and at a temperature equiv-
alent thereto in phosphatase destruction.
A semisoft part-skim cheese shall be
deemed not to have been made from pas-
teurized milk if 0.25 gm. shows a phenol
equivalent of more than 5 micrograms
when tested by the method prescribed in
§ 19.500 (e)

Cd) The name of each semisoft part-
skim cheese for which a definition and
standard of identity is prescribed by
this section is "Semisoft part-skim
cheese," preceded or followed by'

(1) The specific common or usual
name of such semisoft cheese, if any such
name has become generally recognized
therefor; or

(2) If no such specific common or
usual name has become generally recog-
nized therefor, an arbitrary or fanciful
name which is not false or misleading in
any particular..
(e) When milk other than cow's milk Is

used In whole or in part, the name of the
cheese includes the statement "made
from ---- " the blank being
filled In with the name or names of the
milk used, in order of predominance by
weight.
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§ 19.665 Soft rzpened cheeses; iden-
tity; label statement of optional tngredi-
ents. (a) The cheeses for which
definitions and standards of identity are
prescribed by this section are soft
ripened cheeses for which specifically
applicable definitions and standards of
identity are not prescribed by other sec-
tions of this part. They are made from
milk and the other ingredients specified
in this section, by the procedure set forth
in paragraph (b) of this section. Their
solids contain not less than 50 percent of
milk fat, as determined by the method
prescribed therefor in §-19.500 c). If
the milk used is not pasteurized, the
cheese so made is cured at a temperature
of not less than 350 F. for not less than
60 days.

(b) Ailk, which may be pasteurized
or clarified or both, and which may be
warmed, is subjected to the action of
harmless lactic-acid-producing bacteria
or other harmless flavor-producing bac-
teria, present in such milk or added
thereto. Sufficient rennet, rennet paste,
or extract of rennet paste (with or with-
out purified calcium chloride in a quan-
tity not more than 0.02 percent,
calculated as anhydrous calcium chlo-
ride, of the weight of the milk) is added
to set the milk to a semisolid mass.
Harmless artificial coloring may be
added. After coagulation the mass is so
treated as to promote and regulate the
separation of whey and curd. Such
treatment may include one or more of
the following: Cutting, stirring, heating,
dilution with water or brine. The whey.
or part of it, is drained off, and the curd
is collected and shaped. It may be
placed in forms, and may be pressed.
Harmless flavor-producing microorgan-
ims may be added. It is cured under
conditions suitable for development of
biological curing agents on the surface
of the cheese, and the curing is con-
ducted so that the cheese cures from the
surface toward the center. Salt may
be added during the procedure. A harm-
less preparation of enzymes of animal or
plant origin capable of aiding in the cur-
ing or development of flavor of soft
ripened cheeses may be added, in such
quantity that the weight of the solids
of such preparation is not more than 0.1
percent of the weight of the milk used.

(c) For the purposes of this section:
(1) The word "milk" means cow's milk

or goat's milk or sheep's milk or mixtures
of two or all of these. Such milk may be
adjusted by separating part of the fat
therefrom or (in the case of cow's milk)
by adding one or more of the following:
Cream, skim milk, concentrated skim
milk, nonfat dry milk solids; (in the case
of goat's milk) the corresponding prod-
ucts from goat's milk; (in the case of
sheep's milk) the corresponding products
from sheep's milk; water, in a quantity
sufficient to reconstitute any such con-
centrated or dried products used.

(2) Milk shall be deemed to have been
nasteurized if it has been held at a tem-
perature of not less than 1430 F. for a
period of not less than 30 minutes, or for
a time and at a temperature equivalent
thereto in phosphatase destruction.

ed) The name of each soft ripened
cheese for which a definition and stand-
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ard of identity Is prescribed by this cec-
tion is "Soft ripened cheese," preceded or
followed by-

(1) The specific common or usual
name of such soft ripened cheese, if any
such name has become generally recog-
nized therefor; or

(2) If no such specific common or usu-
al name has become generally rcco-nized
therefor, an arbitrary or fanciful name
which is not false or misleading in any
particular.

(Ce) When milk other than cow's milk
is used in whole or In part, the name of
the cheese includes the statement "made
from ----- ," the blank being
filled in with the name or names of the
milk used, in order of predominance by
weight.

§ 19.670 Spiced chceses; identity;
label statement of optional ingredients.
(a) The cheeses for which definitions
and standards of Identity are prescribed
by this section are spicea cheeses for
which specifically applicable definitions
and standards of Identity are not pre-
scribed by other sections of this part.
They are made from milk and the other
ingredients specified in this section, by
the procedure set forth in paragraph (b)
of this section. Their solids contain not
less than 50 percent of milk fat as de-
termined by the method therefor pre-
scribed in § 19.500 (c). They contain
one or a mixture of two or more splces,
except any which singly or in combina-
tion with other ingredients simulate the
flavor of a cheese of any age or varlety
in an amount not less than 0.015 ounce
per pound of cheese, and may contain
spice oils. If the milk used is not pam-
teurized, the cheese so made is cured at
a temperature of not less than 350 F. for
not less than 60 days.

(b) AMilk, which may be pasteurized or
clarified or both, and which may be
warmed, is subjected to the action of
harmless lactic-acid-producing bacteria,
present in such milk or added thereto.
Harmleas artificial coloring may be add-
ed. Sufficient rennet, rennet paste, or
extract of rennet (with or without puri-
fied calcium chloride in a quantity not
more than 0.02 percent, calculated as an-
hydrous calcium chloride, of the weight
of the milk) is added to set the milk to a
semisolid mass. The mass is divided into
smaller portions, and so handled by stir-
ring, heating, and diluting with water or
salt brine as to promote and regulate the
separation of whey and curd. The whey
is drained off. The curd is removed.
and may be further drained. The curd
is then shaped into forms, and may be
pressed. At some time during the pro-
cedure, spices are added so as to be evenly
distributed through the finished cheeze.
Spice oils may be added. A barmles
preparation of enzymes of animal or
plant origin capable of aiding in the
curing or development of flavor of splccd
cheese may be added during the pro-
cedure, in such quantity that the weight
of the solids of such preparation is not
more than 0.1 percent of the weight of
the milk used. Harmless flavor-produc-
ing microorganisms may be added, and
curing may be conducted under suitable
conditions for the development of bio-
logical curing agents.

(c) For the purposes of this section:
(1) 'ne word "milk, means cow'smik

or coat's milk or sheep'3 Mil" or m=-
tures of two or all of these. Such m
may be adjusted by epasrating part of
the fat therefrom or (in the case of cow's
milk) by adding one or more of the fol-
lowing: Cream, sr-i milk, concentrated
shim milk, nonfat dry milk- solids; (in
the case of goat's milk) the correspond-
Ing products from goat's milk; (in the
ese of sheep's mil) the correspondin-
products from sheep's milk; water in a
quantity sucient to reconstitute any
such concentrated or dried products
ued.

(2) TMlk shall be deemed to have been
pasteurized f it has been held at a
temperature of not less than 1430 F. for
a period of not less than 30 minutes, or
for a time and at a temperature equiv-
nlent thereto in phosphatase destnc-
tlQn. Spiced cheeses shall be deemed not
to have been made from pasteurized milk
if 0.25 cm. shows a phenol equivalent of
more than 3 microZrams, when tested by
the method prezeribeu in § 19.500 (e).

d) The name of each spiced neeze
for which a definition and standard of
Identity is prescribed by this section is
"Spiced cheese," preceded or followed
by.

(l) The specific common or usual
name of such spiced cheese, if any such
name has bcome generally recognized
therefor; or

(2) If no such speclfic common or
usual name has become generally recog-
nized therefor, an arbitrary or fanciful
name which Is not false or misleading in.
any particular.

(e) When milk other than cow's milk is
used in whole or in part, the name of the
cheese includes the statement "made
from , the blank bamg
filled in with the name or names of the
milk used, In order of predominance by
weight.

§ 19.675 Part-skim. spzced cheeses;
identity; label statement of optional tn-
gredlents. Part-snIm spIced cheeses con-
form to the definition and standard of
Identity. and are subject to the require-
ments for label statement of optional
Ingredients, prezerlbed for spiced cheeses
by § 19.60, except that their solids con-
tain lezs than 50 percent, but not less
than 20 pcrcent, of milk fat.

§ 19.680 Hard grating cheeses; iden-
tity; label statement of optional zn-
gredients. Ca) The cheeses for which
definitions and standards of Identity are
prezerlbed by this section are hard
grating cheeses for which sp=ecificaly
applicable definitions and standards of
Identity are not prescribed by other sec-
tions of this part. They are made from
milk and the other ingredients specified
in this section, by the procedure set forth
in paragraph (b) of this section. They
contain not more than 34 percent of
moisture, and their solids contain not
lezs than 32 percent of milk fat, as de-
termined by the methods prescribed In
§ 19.500 (c) Hard grating cheeses are
cured for not less than 6 months.

(b) Ml, which may be pasteurized
or clarified or both, and which may be
warmed, is subjected to the action of
harmless lactic-acid-producing bacteria
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or other harmless flavor-producing bac-
teria, present in such milk or added
thereto. Sufficient rennet, rennet paste,
or extract of rennet paste (with or
without purified calcium chloride in a
quantity not more than 0.02 percent,
calculated as anhydrous calcium chlo-
ride, of the weight of the milk) is added
to set the milk to a semisolid mass.
Harmless artificial coloring may be
added. The mass is cut into small par-
ticles, stirred, and heated. The curd Is
separated from the whey, drained,
shaped into forms, pressed, salted, and
cured. The rind may be colored or
rubbed with vegetable oil or both. A
harmless 'preparation of enzymes of
animal or plant origin capable of aiding
in the curing or development of flavor
of hard grating cheese may be added
during the procedure, m such quantity
that the weight of the solids of such
preparation is not more than 0.1 percent
of the weight of the milk used.

(W) For the purposes of this section,
the word "milk" means cow's milk or
goat's milk or sheep's milk or mixtures of
two or all of these. Such milk may be
adjusted by separating part of the fat
therefrom or (in the case of cow's milk)
by adding one or more of the following:
Cream, skim milk, concentrated skin
milk, nonfat dry milk solids; (in the case
of goat's milk) the corresponding prod-
ucts from goat's milk; (in the case of
sheep's milk) the corresponding products
from sheep's milk; water in a quantity
sufficient to reconstitute any such con-
centrated or dried products used.

(d) The name of each hard grating
cheese for which a definition and stand-
ard of identity is prescribed by this sec-
tion is "Hard grating cheese," preceded
or followed by.

(1) The specific common or usual
name of such hard grating cheese, if
any such name has become generally
recognized therefor; or

(2) If no such specific common or
usual name has become generally rec-
ognized therefor, an arbitrary or fanci-
ful name which is not false or mislead-
ing in any particular.

(e) When milk other than cow's milk
Is used in whole or in part, the name of
the cheese includes.the statement "made
from ---------- ," the blank being
filled In with the name or names of the
milk used, in order of predominance by
weight.

§ 19.685 Skzm-milk cheese for manu-
facturzng; dentity. (a) Skim -milk
cheese for manufacturing is the food
prepared from skim milk and other in-
gredients specified in this section, by the
procedure set forth in paragraph (b) of
this section, or by another procedure
which produces a finished cheese having
the same physical and chemical proper-
ties as the cheese produced when the
procedure sdt forth in paragraph -(b) of
this section is used. It contains not
more than 50 percent of moisture, as de-
termined by the method therefor pre-
scribed in § 19.500 (c) It is coated with
blue-colored paraffin or other tightly ad-
hering coating, colored blue.

(b) Skim milk or the optional dairy
Ingredients specified in paragraph c)-
of this section, which may be pasteur-

ized, and which may be warmed, are
subjected to the action of harmless lac-
tic-acid-producing bacteria, present in
such milk or added thereto. Harmless
artificial coloring may be added. Suf-
ficient rennet (with or without purified
calcium chloride in a quantity not more
than 0.02 percent, calculated as anhy-
drous calcium chloride, of the weight of
the milk) is added to set the milk to a
semisolid mass. The mass is so cut,
stirred, and heated with continued stir-
ring as to promote and regulate the
separation of whey and curd. The whey
is drained off, and the curd Is matted
into a cohesive mass. Proteins from the
whey may be incorporated. The mass
is cut into slabs which are so piled and
handled as to promote the drainage of
whey and the development of acidity.
The slabs are then cut into pieces, which
may be rinsed by pouring or sprinkling
water over them, with free and continu-
ous drainage; but the duration of such
rinsmg is so limited that only the whey
on the surface of such pieces is removed.
The curd is salted, stirred, further
drained, ;nd pressed into forms. A
harmless preparation of enzymes of
animal or plant origin capable of aiding
,n the curing or development of flavor
of skim-milk cheese for manufacturing
may be added during the procedure, in
such quantity that the weight of the
solids of such proeparation is not more
than 0.1 percent of the weight of the
milk used.

(c) The optional dairy ingredients re-
ferred to in paragraph (b) of this sec-
tion are: Skim milk or concentrated
skim milk or nonfat dry milk solids or
a mixture of any two or more of these,
with water in a quantity not in excess
of that sufficient to reconstitute any
concentrated skim milk or nonfat dry
milk solids used.
(d) For the purposes of this section,

"skin milk" means cow's milk from
which the milk fat has been separated.

§ 19.750 Pasteurized process cheese;
identity; label statement of optional in-
gredients. (a) (1) Pasteurized process
cheese is the food prepared by commi-
nuting and mixing, with the aid of heat,
one or more cheeses of the same or two
or more varieties, except cream cheese,
neufchatel cheese, cottage cheese,
creamed cottage cheese, cook cheese,
hard grating cheese, semisoft part-skim
cheese, part-skim spiced cheese, and
skim-milk cheese for manufacturing,
with an emulsifying agent prescribed by
paragraph (c) of this section, into a ho-
mogeneous plastic mass. One or more
of the optional ingredients designated in
paragraph (d) (1) (2) (3) (4) (5),and
(6) of this section may be used.

(2) During its preparation, pasteur-
ized process cheese is heated for not less
than 30 seconds at a temperature of not
less than 1500 P. When tested for phos-
phatase by the method prescribed in
§ 19.500 (e) the phenol equivalent of 0.25
gin. of pasteurized process cheese is not
more than 3 micrograms.

(3) (i) The moisture content of a pas-
teurized process cheese made from a
single variety of cheese is not more than
1 percent greater than the maximum
moisture content prescribed by the deft-

niton and standard of identity, If any
there be, for the variety of cheese used;
but in no case Is more than 43 percent,
except that the moisture content of paq-
teurized process washed curd cheese or
pasteurized process colby cheese Is not
more than 40 percent; the moisture con-
tent of pasteurized process swiss cheese
or pasteurized process, gruyere cheese Is
not more than 44 percent; and the mos-
ture content of pasteurized process lim-
burger cheese is not more than 51
percent.

(ii) The fat content of the solids of a
pasteurized process cheese made from a
single variety of cheese Is not less than
the minimum prescribed by the defini-
tion and standard of identity, if any
there be, for the variety of cheese used,
but in no case is less than 47 percent;
except that the fat content of the solids
of pasteurized process swiss cheese Is
not less than 43 percent, and the fat con-
tent of the solids of pasteurized process
gruyere cheese Is not less than 45
percent.

(4) (1) The moisture content of a
pasteurized process cheese made from
two or more varieties of cheese Is not
more than 1 percent greater than the
arithmetical average of the maximum
moisture contents prescribed by the
definitions and standards of Identity, if
any there be, for the varieties of cheese
used; but in no case Is the moisture con-
tent more than 43 percent, except that
the moisture content of a pasteurized
process cheese made from two or more
of the varieties cheddar cheese, washed
curd cheese, colby cheese, and granular
cheese Is not more than 40 percent, and
the moisture content of a mixture of
swiss cheese and gruyere cheese Is nob
more than 44 percent.

(it) The fat content of the solids of
a pasteurized process cheese made from
two or more varieties of cheese Is not
less than the arithmetical average of the
minimum fat contents prescribed by the
definitions and standards of Identity, if
any there be, for the varieties of cheese
used, but in no case Is less than 47 per-
cent, except that the fat content of the
solids of a pasteurized process gruyoro
cheese made from a mixture of swiss
cheese and gruyere cheese Is not less
than 45 percent.

(5) Moisture and fat are determined
by the methods prescribed in § 19.500 (o)

(6) The weight of each variety of
cheese in a pasteurized process cheese
made from two varieties of cheese Is not
less than 25 percent of the total weight
of both, except that the weight of blue
cheese, roquefort cheese, or gorgonzola
cheese is not less than 10 percent of the
total weight of both, and the weight of
limburger cheese is not less than 5 per-
cent of the total weight of both. The
weight of each variety of cheese In a
pasteurized process cheese made from
three or more varieties of cheese is not
less than 15 percent of the total weight
of all, except that the weight of blue
cheese, roquefort cheese, or gorgonzola
cheese Is not less than 5 percent of the
total weight of all, and the weight of
limburger cheese is not less than 3 per-
cent of the total weight of all. These
limits do not apply to the quantity of
cheddar cheese, washed curd cheese;



Tuesday, December 20, 1955

colby cheese and granular cheese in mix-
tures which are designated as "Ameri-
can cheese" as prescribed in paragraph
(e) (2) (ii) of this section. Such mix-
tures are considered as one v5riety of
cheese for the purposes of this subpara-
graph.

(7) For the purposes of this section,
cheddar cheese for manufacturing,
washed curd cheese for manufacturing,
colby cheese for manufacturing, granu-
lar cheese for manufacturing, brick
cheese for manufacturing, and swiss
cheese for manufacturing are considered
as cheddar cheese, washed curd cheese,
colby cheese, granular cheese, brick
cheese, and swiss cheese, respectively.

(b) Pasteurized process cheese may be
smoked, or the cheese or cheeses from
which it is made may be smoked, before
commiuting and mixing, or it may con-
tam substances prepared by condensing
or precipitating wood smoke.

(c) The emulsifying agent referred to
m paragraph (a) of this section is one
or any mixture of two or more of the fol-
lowing: Monosodium phosphate, disodi-
um phosphate, dipotassium phosphate,
trisodium phosphate, sodium metaphos-
phate (sodium hexametaphosphate),
sodium acid pyrophosphate, tetrasodium
pyrophosphate, sodium citrate, potas-
sium citrate, calcium citrate, sodium
tartrate, and sodium potassium tartrate,
an such quantity that the weight of the
solids of such emulsifying agents is not
more than 3 percent of the weight of
the pasteurized process cheese.
(d) The optional ingredients referred

to in paragraph (a) of this section are:
(1) An acidifying agent consisting of

one or any mixture of two or more of
the following: A vinegar, lactic acid, cit-
ric acid, acetic acid, and phosphoric acid.
in such quantity that the pH of the pas-
teurized process cheese is not below 5.3.

(2) Cream, in such quantity that the
weight of the fat derived therefrom is
less than-5 percent of the weight of the
pasteurized process cheese.

(3) Water.
(4) Salt.
(5) Harmless artificial coloring.
(6) Spices or flavorings, other than

any which singly or in combination with
other ingredients simulate the flavor of
a cheese of any age or variety.
(e) The name of a pasteurized process

cheese for which a definition and stand-
ard of identity is prescribed by this sec-
tion is as follows:

(1) In case it is made from a single
variety of cheese, its name is "Pasteur-
ized process cheese," the
blank being filled in with the name of
the variety of cheese used.

(2) In case it is made from two or
more varieties of cheese, its name is
"Pasteurized process ---------- and

- cheese," or "Pasteurized
process-. . blended with --------
cheese," or "Pasteurized process blend
of ------ -and --------- cheese,"
the blanks being filled in with the names
of the varieties of cheeses used, in order
of predommance-by weight; except that:
(i) In case it is made from gruyere

cheese and swiss cheese, and the weight
of gruyere cheese is not less than 25
percent of the weight of both, it may be

designated "Pasteurized proces3 gruyere
cheese"; and

(il) In case it Is made of cheddar
cheese, washed curd cheese, colby chelee,
or granular cheese or any mixture of
two or more of these, It may be desig-
nated "Pasteurized process American
cheese"; or when cheddar cheee, wazhed
curd cheese, colby cheese, or granular
cheese or any mixture of two or more of
these is combined with other varieties of
cheese in the cheese ingredient any of
such cheeses or such mixture may be
designated as "American cheese."

(f) (1) If the pasteurized proces
cheese Is smoked, or made from cheeces
which have been smoked, the word
"smoked" shall precede or follow the
name of the pasteurized process cheese
or name of the cheese Ingredient which
was smoked.

(2) If it contains a substance pre-
pared by condensing or precipitating
wood smoke, the label shall bear the term
"with added .," the blanl"
being filled in with the common or usual
name of such ingredient.

(3) If it contains spice, the labl shall
bear the term "spiced" or "spice added"
or "with added spice," or in lieu of the
word "spice" the common or uoual name
of the spice.

(4) If it contains added flavoring, the
label shall bear the term "flavoring
added," "with added flavoring," or
"flavored with --------- _" the blank
being filled in with the common or usual
name of the flavoring; if the flavoring I-
artificial, the word "artificial" shall pre-
cede the word "flavoring." or the word
"artificially" shall precede the term
"flavored with ----------- "

(5) Wherever the name of the food
appears on the label so conspicuously as
to be easily seen under custmary con-
ditions of purchase, the words and state-
ments herein specified, showing the
optional ingredients used, shall Immedi-
ately and conspicuously precede or follow
such name. without intervening written,
printed, or graphic matter.

§ 19.751 Pasteurized blended cheese;
identity; label statement of optional in-
gredients. (a) Pasteurized b len d e d
cheese conforms to the definition and
standard of identity, and Is subject to
the requirements for label statement of
optional ingredients, prescribed for pas-
teurized process cheese by § 19.750, ex-
cept that:

(1) In mixtures of two or more
cheeses, cream cheese or neufchatel
cheese may be used.

(2) None of the ingredients prescribed
or permitted for pasteurized proces3
cheese by § 19.750 (c) and (d) (1) Is
used.

(3) In case of mixtures of two or more
cheeses containing cream cheese or neuf-
chatel cheese, the moisture content Is

'not more than the arithmetical average
of the maximum moisture contents pre-
scribed by the definitions and standards
of identity for the varieties of cheeses
blended, for which such limits have been
prescribed.

(4) The word "procum" is replaced by
the word "blended" in the name pre-
scribed by § 19.750 (e)

§ 19.755 Past eurfzs2 process cheese
Wtf fruits, Vegetables, or mreats; iden-
titMy; label statement of optional zngTe-
dients. (a) Unless a definition and
standard of Identity specifically appli-
cable is established by another section
of this part, a pasteurized process cheese
with fruits, vegetables, or meats or mix-
ture of these is a food which conforms to
the definition and standard of identity.
and Is subject to the requirements for
label statement of optional ingredients,
prescribed for pasteurized process cheese
by § 19.750, except that:

(1) Its moisture content may be 1
percent more, and the milk fat content
of Its solids may be 1 percent less, than
the limits prescribed by § 19.759 for
moisture and fat in the correspanding
pasteurized process cheese.

(2) It contains one or any mixture of
two or more of the following: Any prop-
erly prepared cooked, canned, or dried
fruit; any properly prepared cooked,
canned, or dried vegetable; any properly
preparcd cooked or canned meat.

Q3) Mhen the added fruits, vegetabI,
or mea ts contain fat, the method pre-
ccribed for the determination of fat by
§ 19.500 (c) Is not applicable.

(b) The name of a pasteurized process
cheese with fruits, vegetables, or meats is
the name prescribed by § 19.750 for the
applicable pasteurized process cheese,
followed by the term "with
the blank baing filled in with the com-
mon or usual name or nmes of the fruits,
veetables, or meats used, in order of
predominance by weight.

§ 19.760 Pasteurized process Inmento
cheese; identity. (a) Pasteurnzd proc-
es pimento cheese is the food which con-
forms to the dflltion and standard of
Identity for pasteurized process cheese
with fruits, vegetables, or meats, except
that:

(1) Its moisture content is not more
than 41 percent, and the fat content of
its solids is not less than 49 percent.

(2) The cheese Ingredient is cheddar
cheese, washed curd cheese, colby cheese,
granular cheese or any mixture of two
or more of these In any proportion.

(3) For the purposes of this section,
cheddar cheese for manufacturng,
washed curd cheese for manufacturng,
colby cheese for manufacturing, and
granular cheese for manufacturnig shall
be considered as cheddar cheese, washed
curd cheese, colby cheese, and granular
cheese, respectively.

(4) The only fruit, vegetable, or meat
Ingredlent is pimentos In such quantity
that the weight of the solids thereof Is
not less than 0.2 percent of the weight
of the finished pasteurized process pi-
mento cheese.

(5) The optional Ingredients desiL-
nated In § 19.750 (b) and (d) (6) are not
usad.

§ 19.763 Pasturzed blended cheese
with fruits, vegetables, or meats; idez-
tity; label statement of optfonal zngredi-
ents. (a) Pasteurized blended cheese
with fruits, vegetables, or meats or mix-
tures of these is the food which conforms
to the definition and standard of iden-
tity, and is subject to the requirements
for label statement of optional inzredl-
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ents, prescribed for pasteurized blended
cheese by § 19.751, except that:

(1) Its moisture content may be 1
percent more, and the milk fat content
of its solids may be 1 percent less, than
the limits prescribed by § 19.751 for
moisture and milk fat m the correspond-
ing pasteurized blended cheese.

(2) It contains one or any mixture of
two or more of the following: Any prop-
erly prepared cooked, canned, or dried
fruit; any properly prepared cooked,
canned, or dried vegetable; any properly
prepared cooked or canned meat.

(3) When the added fruits, vegetables,
or meats contain fat, the method pre-
scribed for the determinatign of fat by
§ 19.500 (c) is not applicable.

(b) The name of a pasteurized blended
cheese with fruits, vegetables, or meats
is the name prescribed by § 19.751 for the
applicable pasteurized blended cheese,
followed by the term "with - -
the blank being filled in with the common
or usual name or names of the fruits,
vegetables, or meats used, in order of
predominance by weight.

§ 19.765 Pasteurized process cheese
fcod, identity; label statement of op-
tional ngredients. (a) (1) A pasteurized
process cheese food is the food prepared
by comminuting and mixing, with the
aid of heat, one or more of the optional
cheese ingredients prescribed in para-
graph (c) of this section, with one or
more of the optional dairy ingredients
prescribed in paragraph (d) of this sec-
tion, into a homogeneous plastic mass.
One or more of the optional ingredients
specified in paragraph (e) of this section
may be used.

(2) During its preparation, a pasteur-
ized process cheese food is heated for not
less than 30 seconds, at a temperature of
not less than 1500 F When tested for
phosphatase by the method prescribed in
$19.500 (e) the phenol equivalent of 0.25
gm. of pasteurized process cheese food is
not more than 3 micrograms.

(3) The moisture content of a pas-
teurized process cheese food is not more
than 44 percent, and the fat content is
not less than 23 percent.

(4) Moisture and fat are determined
by the methods prescribed in § 19.500 (c)
except that in determining moisture the
loss in weight which occurs in drying for
5 hours, under the conditions prescribed
in such method, is taken as the weight of
moisture.

(5) The weight of the cheese ingredi-
ent prescribed by subparagraph (1) of
this paragraph constitutes not less than
51 percent of the weight of the finished
pasteurized process cheese food.

(6) The weight of each variety of
cheese in a pasteurized process cheese
food made with two varieties of cheese
is not less than 25 percent of the total
weight of both, except that the weight
of blue cheese, roquefort cheese, gorgon-
zola cheese, or limburger cheese is not
less than 10 percent of the total weight
of both. The weight of each variety of
cheese in a pasteurized process cheese
food made with three or more varieties of
cheese Is not less than 15 percent of the
total weight of all, exceptthat the weight
of blue cheese, roquefort cheese, gorgon-
zola cheese, or limburger cheese is not
less than 5 percent of the total weight of

all. These limits do not apply to the
quantity of cheddar cheese, washed curd
cheese, colby cheese, and granular cheese
in mixtures which are designated as
"American cheese" as prescribed in para-
graph (f) (6) of this section. Such mix-
tures are considered ls one variety of
cheese for the purposes of this subpara-
graph.

(7) For the purposes of this section,
cheddar cheese for manufacturing,
washed curd cheese for manufacturing,
colby cheese for manufacturing, granu-
lar cheese for manufacturing, brick
cheese for manufacturing, and swiss
cheese for manufacturing are consid-
ered as cheddar cheese, washed curd
cheese, colby cheese, granular cheese,
brick cheese, and swiss cheese, respec-
tively.

(b) Pasteurized process cheese food
may be smoked, or the cheese or
cheeses from which it is made may be
smoked, before coinmmuting and mixing,
or it may contain substances prepared
by condensing or precipitating wood
smoke.

(c) The optional cheese ingredients
referred to in paragraph (a) of this
section are one or more cheeses of the
same or two or more varieties, except
cream cheese, neufchatel cheese, cottage
cheese, creamed cottage cheese, cook
cheese, and skn-milk cheese for manu-
facturing, and except that hard grating
cheese, semisoft part skim cheese, and
part-skin spiced cheese are not used,
alone or in combination with each other,
as the cheese ingredient.

(d) The optional dairy ingredients
referred to in paragraph (a) of this sec-
tion are cream, milk, skn milk, cheese
whey, or any mixture of two or more
of these, or any of the foregoing from
which part of the water has been re-
moved, and albumin from cheese whey
and skim-milk cheese for manufactur-
ing.

(e) The other optional ingredients
referred to in paragraph (a) of this
section are:

(1) "An emulsifying agent consisting
of one or any mixture of two or more
of the following: Monosodium phos.
phate, disodium phosphate, dipotassium
phosphate, trisodium phosphate, sodium
metaphosphate (sodium hexametaphos.
phate) sodium acid pyrophosphate, tet.
rasodium pyrophosphate, sodium citrate,
potassium citrate, calcium citrate, so-
dium tartrate, and sodium potassium
tartrate, in such quantity that the weight
of the solids of such emulsifying agent is
not more than 3 percent of the weight of
the pasteurized process cheese food.

(2) An acidifying agent consisting of
one or any mixture of two or more of the
following: A vinegar, lactic acid, citric
acid, acetic acid, and phosphoric acid, in
such quantity that the pH of the pasteur-
ized process cheese food is not below 5.0.

(3) Water.
(4) Salt.
(5) Harmless artificial coloring.
(6) Spices or flavorings other than

any which singly or in combination with
other mi-redients simulate the flavor of
cheese of any age or variety.

(f) The label of a pasteurized process
cheese food shall bear the common or
usual names of the optional ingredients

used, as specified in paragraphs (o) ,(d),
and (e) (1) (2), (3) and (4) of this
section, and:

(1) If the pasteurized process cheese
food is smoked, or made from cheeses
which have been smoked, the word
"smoked" shall precede or follow the
name of the pasteurized process cheese
food or the name of the cheese ingredi-
ent which was smoked.

(2) If It contains a substance prepared
by condensing or precipitating wood
smoke, the label shall bear the state-
ment "with added ------------ " the
blank being filled in with the common or
usual name of such ingredient.

(3) If It contains spice, the label shall
bear the statement "spiced" or "spice
added" or "with added spice," or in lieu
of the word "spice" the common or usual
name of the spice used.

(4) If it contains added flavoring, the
label shall bear the statement "flavor-
ing added," "with added flavoring," or
"flavored with ------------ " the blank
being filled in with the common or usual
name of the flavoring used; if the flavor-
mg Is artificial, the word "artificial" shall
precede the word "flavoring" ortho word
"artificially" shall precede the statement
"flavored with ------------ "

(5) If It contains added artificial col-
oring, the label shall bear the statement
"artificially colored" or "contains arti-
ficial color."

(6) If the cheese Ingredient contains
cheddar cheese, washed curd cheese,
colby cheese, granular cheese or any
mixture of two or more of these, such
cheese or such mixture may be desig-
nated as "American cheese."

(g) Wherever the name of the food
appears on the label so conspicuously as
to be easily seen under customary con-
ditions of purchase, the words and state-
ments herein specified, showing the
optional ingredients used, shall imme-
diately and conspicuously precede or fol-
low such name, without Intervening
written, printed, or graphic matter.

§ 19.770 Pasteurized process cheese
food with fruits, vegetables, or meats;
identity; label statement of optional
ingredients. (a) Pasteurized process
cheese food with fruits, vegetables, or
meats, or mixtures of these Is the food
which conforms to the definition and
standard of Identity, and Is subject to
the requirements for label statement of
optional Ingredients, prescribed for pas-
teurized process cheese food by § 19,705,
except that:

(1) Its milk fat content Is not loss
than 22 percent.

(2) It contains one or any mixture of
two or more of the ,following: Any prop-
erly prepared cooked, canned, or dried
fruit; any properly prepared cooked,
canned, or dried vegetable; any properly
prepared cooked or canned meat,

(3) When the added fruits, vegetables,
or meats contain fat, the method pre-
scribed for the determination of fat by
§ 19.500 (c) is not applicable,

(b) The name of a pasteurized process
cheese food with fruits, vegetables, or
meats is "Pasteurized process cheese food
with --------- the blank being filled
In with the common or usual name or
names of the fruits, vegetables, or meats
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used, in order of predominance by
weight.

(c) If the only vegetable ingredient is
pimento, and no meat or fruit ingredient
is used, the weight of the solids of such
pimentos is not less than 0.2 percent of
the weight of the finished food. The
name of this food is 'Pimento pasteur-
ized process cheese food" or 'Pasteurized
process pimento cheese food."

§ 19.775 Pasteurized process cheese
spread; identity; label statement of op-
tional ingredients. (a) (1) Pasteurized
process cheese spread is the food pre-
pared by comminuting and mixing, with
the aid of heat, one or more of the op-
tional cheese ingredients prescribed In
paragraph (c) of this section, with or
without one or more of the optional dairy
ingredients prescribed in paragraph (d)
of this section, with. one or more of the
emulsifying agents prescribed in para-
graph (e) of this section, and with or
without one or more of the optional in-
gredients prescribed by paragraph (f) of
this section, into a homogeneous plastic
mass, which is spreadable at '70" F.

(2) During its preparation, a pasteur-
ized process cheese spread is heated for
not less than 30 seconds at a tempera-
ture of not less than 1500 F. When
tested for phosphatase by the method
prescribed in § 19.500 (e) the phenol
equivalent of D.25 gm. of pasteurized
process cheese spread is not more than 3
micrograms.

(3) The moisture content of a pas-
teurized process cheese spread is more
than 44 percent but not more than 60
percent, and the milk fat content is not
less than 20 percent.

(4) Moisture and fat are determined
by the methods prescribed in § 19.500
(c) except that in determining moisture
the loss in weight which occurs in drying
for 5 hours under the conditions pre-
scribed in such method, is taken as the
weight of the moisture.

(5) The weight of the cheese ingredi-
ent referred to in subparagraph (1) of
this paragraph constitutes not less than
51 percent of the weight of the pastEur-
ized process cheese spread.

(6) The weight of each variety of
cheese in a pasteurized process cheese
spread made with two varieties of cheese
is not less than 25 percent of the total
weight of both, except that the weight of
blue cheese, roquefort cheese, gorgonzola
cheese, or limburger cheese is not less
than 10 percent of the total weight of
both. The weight of each variety of
cheese in a pasteurized process cheese
spread made with three or more varieties
of cheese is not less than 15 percent of the
total weight of all, except that the
weight of blue cheese, roquefort cheese,
gorgonzola cheese, or limburger cheese
1A not less than 5 percent.of the total
weight of all. These limits do not apply
to the quantity of cheddar cheese,
washed curd cheese, colby cheese, and
granular cheese in mixtures which are
designated as "American cheese" as pre-
scribed in paragraph (g) (6) of this sec-
tion. Such mixtures are considered as
one variety of cheese for the purposes of
this subparagraph.

(7) For the purposes of this section,
.cheddar cheese for manufacturing,
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washed curd cheese for manufacturing,
colby cheese for manufacturing, granular
cheese for manufacturing, brick cheese
for manufacturing, and swiss cheese for
manufacturing are considered as ched-
dar cheese, washed curd cheese, colby
cheese, granular cheese, brick cheese,
and swiss cheese, respectively.

(b) Pasteurized process cheese spread
may be smoked, or the cheese or cheeses
from which it is made may be smoked,
before comminuting and mixing, or It
may contain substances prepared by
condensing or precipitating wood smoke.

(c) The optional cheese Inaredients
referred to in paragraph (a) of£ this sec-
tion are one or more cheeses of the same
or two or more varieties, except that
skim-milk cheese for manufacturing may
not be used, and except that cream
cheese, neufchatel cheese, cottage cheese,
creamed cottage cheese, cook cheese,
hard grating cheese, semisoft part-s-I'zm
cheese, and part-skim spiced cheese are
not used, alone or in combination with
each other, as the cheese ingredient.

(d) The optional dairy ingredients
referred to in paragraph (a) of this
section are cream, mill:, skim mlk,
cheese whey, or any mixture of two or
more of these, or any of the foregoing
from which part of the water has been
removed, and albumin from chcce whey,
and skim-milk cheese for manufacturing.

(e) The emulsifying agents prescribed
In paragraph (a) of this section are one
or any mixture of two or more of the
following: Monosodium phosphate, dl-
sodium phosphate, dpotassium phos-
phate, trisodium phosphate, sodium
metaphosphate (sodium hexametaphos-
phate) sodium acid pyrophosphate,
tetrasodum pyrophosphate, sodium cit-
rate, potassium citrate, calcium citrate,
sodium tartrate, and sodium potac sum
tartrate, in such quantity that the
weight of the solids of such emulsifying
agent is not more than 3 percent of the
weight of the pasteurized proccs
cheese spread.

(f) The other optional Ingredients re-
ferred to in paragraph (a) of this zec-
tion are:

(1) One or any mixture of two or
more of the following: Carob bean gum,
gum karaya, gum tragacanth, auar gum,
gelatin, carboxy-methylcelluloze, car-
rageen, oatgum, algin (sodium alginate),
and algin derivative (propylene glycol
ester of alginlc acid). The total wdht
of such substances Is not more than 0.8
percent of the weight of the fLnishcd
food.

(2) An acidifying agent cons!stng of
one or any mixture of two or more of
the following: A vinegar, lactic acid,
citric acid, acetic acid, and phosphoric
acid, in such quantity that the pH of
the pasteurized process cheese spread
is not below 4.0.

(3) A sweetening agent consisting of
one or any mixture of two or more of the
following: Sugar, dextrose, corn sugar,
corn sirup, corn sirup solids, glucose
sirup, glucose sirup solids, maltose,
malt sirup, and hydrolyzed lactoze, in a
quantity necessary for seasoning.

(4) Water.
(5) Salt.

)6 Harmless artificial coloring.

(7) Splce- or flavorings other than
any which singly or in combination with
other ingredients simulate the flavor of
a cheese of any age or variety.
(g) The label of a pasteurized procas

cheese spread shall bear the common
or usual names of the optional ingredi-
ents used, as specified in paragraphs
(c) (d) (e) and f 1) 42) (3), (4)
and (5) of this section. except that carob
bean gum, gum karaya, gum tragacanth.
guar gum, and cat gum may be demg-
nated as "vegcteble gum." and:
(1) If the pasteurized process cheese

spread is smoked, or made from cheeses
.which have been smoked, the word
"smoked" shall precede or follow the
name of the pasteurized process cheese
spread or name of the cheese ingredient
which was smoked.

(2) If It contains a substance pre-
pared by condensing or precipitating
wood smoke, the label shall bear the
statement "with added
the blank being filled in with the com-
mon or usual name of such ingredient.

(3) If it contains spice, the label shall
bear the statement "spiced" or "spice
added" or "with added spice" or in lieu
of the word "spice" the common or usual
name of the spice used.

(4) If it contains added flavoring, the
label shall bear the statement "flavorin
added," "with added flavoring," or "fla-
vored with . the blank be-
ing filled in with the common or usual
name of the flavoring used; and if the
flavoring is artificial, the word"artifical"
shall precede the word "flavoring" or
the word "artficially" shall precede the
sta tement '"avored with

(5) If It contains added artificlal col-
oring, the label 'ahll bear the statement
"artificlaily colored" or "contains arti-
ficial color."

(6) If the cheese ingredient contains
cheddar cheese, washed curd cheese.
colby cheeze, granular cheese or any mix-
ture of two or more of these, such cheese
or such mixture may he designated as
"American cheese,"

(7) If an optional acidifying agent is
used so that the pH of the finished food
is less than 5.0, there shall appear after
Its name the words "a chemical preserva-
tive:" In case vinegar is the only acidify-
ing agent added It _hal be considered
to be acetic acid when the pH of the
finished food is less than 5.0. In case
vinegar and other aedifying agents are
used and the PH of the finished food is
lcss than 5.0, the name of the acidifying
agents other than vinegar n11311 be fol-
lowed by the statement "a chemical
preservative."

(h) Wherever the name of the food
appears on the label so conspicuously as
to be easily .een under customary con-
ditions of purchase, the words and state-
ments herein specified, showing the
optional Ingredients used, shall imme-
diately and conspicuously precede or
follow such name, without intervening
written, printed, Dr graphic matter.

§ 19.770 Pasteurized cheese spread;
identity; label ctatement of optional zn-
grcdients. Pasteurized cheese spread is
the food which conforms to the definition
and standard of Identity, and Is subject
to the requirements for label statement
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of optional ingredients, prescribed for
pasteurized process cheese spread by
§ 19.775, except that no emulsifying
agent as prescribed by § 19.775 (e) is
used.

§ 19.780 Pasteurized process cheese
spread with fruits, vegetables, or meats;
identity; label statement of optional
ingredients. (a) Pasteurized process
cheese spread with fruits, vegetables, or
meats or mixtures of these is the food
which conforms to the definition and
standard of identity, and is subject to
the requirements for label statement of
optional ingredients, prescribed for pas-
teurized process cheese spread by
§ 19.775, except that:

11) It contains one or any mixture of
two or more of the following: Any prop-
erly prepared cooked, canned, or dried
fruit; any properly prepared cooked,
canned, or dried vegetable; any properly
prepared cooked or canned meat.

(2) When the added fruits, vegetables,
or meats contain fat, the method pre-
scribed for the determination of fat by
§ 19.500 (c) Is not applicable.

(b) The name of a pasteurized process
cheese spread with fruits, vegetables, or
meats is "Pasteurized process cheese
spread with --------- ," the blank be-
ing filled in with the name or names of
the fruits, vegetables, or meats used, in
order of predominance by weight.

§ 19.781 Pasteurized cheese spread
with fruits, vegetables, or meats; zden-
tity; label statement of optional zngre-
dients. (a) Pasteurized cheese spread
with fruits, vegetables, or meats or mix-
tures of these is the food which conforms
to the definition and standard of identity,
and is subject to the requirements for
label statement of optional ingredients,
prescribed for pasteurized cheese spread
by § 19.776, except that:

(1) It contains one or any mixture of
two or more of the following: Any prop-
erly prepared cooked, canned, or dried
fruit; any properly prepared cooked,
canned, or dried vegetable; any properly
prepared cooked or canned meat.

(2) When the added fruits, vegetables,
or meats contain fat, the method pre-
scribed for the determination of fat by
§ 19.500 (c) is not applicable.

(b) The name of a pasteurized cheese
spread with fruits, vegetables, or meats
is "Pasteurized cheese spread with

-... the blank being filled in with
the name or names of the fruits, vege-
tables, or meats used, in order of pre-
dominance by weight.

§ 19.782 Cream cheese witli other
foods; identity; label statement of op-
tional ingredients. (a) Cream cheese
with other foods is the class of foods
each of which is prepared by mixing,
with or without the aid of heat, cream
cheese with one or a mixture of two or
more properly prepared foods (except
other cheeses) such as fresh, cooked,
canned, or dried fruits or vegetables;
cooked or canned meats; relishes,
pickles, or other foods suitable for blend-
ing with cream cheese. The amount of
the added food or foods must be suffi-
cient to so differentiate the mixture that
it does not simulate cream cheese. The
mixture may also contain:

(1) One or anymixture of two or more
of the following optional ingredients:
Gum karaya, gum tragacanth, carob
bean gum, gelatin, guar gum, carboxy-
methylcellulose, carrageen, oat gum, al-
gin (sodium algmate) algin derivative
(propylene glycol ester of algimc acid)
.he total quantity of any such stib-
stances, including that contained in the
cream cheese, is not more than 0.8 per-
cent by weight of the finished food.

(2) Artificial coloring, unless such
addition conceals damage or inferiority
or makes the finished food appear better
or of greater value than it is.

(b) No water other than that con-
tamed in the added food ingredients is
used, but the moisture content of the
mixture in no case is more than 60 per-
cent. The milk fat is not less than 33
percent of the percent by weight of the
cream cheese used, but in no case is it
less than 27 percent of the finished food.
Moisture and fat are determined by the
methods prescribed in § 19.500 (c) ex-
cept that when the added food contains
fat the method prescribed for the de-
termination of fat is not applicable.

(c) The name of the food Is "Cream
cheese with " or "Cream
cheese and "the blank be-
ing filled with the common names of the
foods added, in order of predominance
by weight.

(d) The label shall bear the name of
the optional water-retaining ingredients
used, except that carob bean gum, gum
karaya, gum tragacanth, guar gum, and
oat gum, or mixture of these may* be
named as "vegetable gum" or "vegetable
gums," as the case may be.

(e) If artificial coloring Is used, the
label shall bear the statement "artifi-
cially colored," except that if the food
added to the cream cheese is the only
portion artificially colored, the label
shall bear the statement "
artificially colored," the blank being
filled in with the name or names of the
food so colored.

(f) Wherever the name of the food
appears on the label so conspicuously as
to be easily seen under customary condi-
tions of purchase, the words and state-
ments herein specified, showing the
optional ingredients used, shall imme-
diately and conspicuously precede or fol-
low such name, without intervening
written, printed, or graphic matter.

§ 19.783 Pasteurized neufchatel cheese
spread with other foods; identity; label
statement of optional ingredients. (a)
(1) Pasteurized neufohatel c h e e s e
spread with other foods is the class of
foods each of which is prepared by mix-
ing, with the aid of heat, neufchatel
cheese with one or a mixture of two or
more properly prepared foods (except
other cheeses) such as fresh, cooked,
canned; or dried fruits or vegetables;
cooked or canned meats; relishes, pickles,
or other foods suitable for blending with
neufohatel cheese. It may contain one
or any mixture of two or more of the op-
tional ingredients named m paragraph
(b) of this section. The amount of the
added -food or foods must be sufficient
to so differentiate the blend that it does
not simulate neufchatel cheese. It is
spreadable at 700 F

(2) During Its preparation the mixture
Is heated for not less than 30 seconds at
a temperature of not less than 1500 V
When tested for phosphatase by the
method prescribed in § 19.500 (e) the
phenol equivalent of 0.25 gram of such
food is not more than 3 micrograms.

(3) (1) No water other than that con-
tained in the ingredients used Is added
to this food, but the moisture content In
no case Is more than 65 percent.

(ii) The milk fat Is not less than 20
percent by weight of the finished food,

(b) The optional ingredients referred
to in paragraph (a) of this section are:

(1) One or any mixture of two or more
of the following: Gum karaya, gum
tragacanth, carob bean gum, gelatin, al-
gin (sodium alginate), algin derivative
(propylene glycol ester of algtnic acid),
guar gum, carboxymethylcellulose, car-
rageen, oat gum. The total quantity of
any such substances, Including that con-
tained in the neufchatel cheese, Is not
more than 0.8 percent by weight of the
finished food.

(2) Artificial coloring, unless such ad-
dition conceals damage or Inferiority or
makes the finished food appear better
or of greater value than it Is.

(3) An acidifying agent consisting of
one or a mixture of two or more of the
following: A vinegar, acetic acid, lactic
acid, citric acid, phosphoric acid.

(4) A sweetening agent consisting of
one or a mixture of two or more of the
following: Sugar, dextrose, corn sirup,
corn sirup solids, glucose sirup, glucose
sirup solids, maltose, malt sirup, hy-
drolyzed lactose.

(5) Cream, milk, sidm milk, cheese
whey or any mixture of two or more of
these, or any of the foregoing from which
part of the water has been removed, and
albumin from cheese whey.
(c) The name of the food is "Pasteur-

Ized neufchatel cheese spread with -----
- -or "Pasteurized neufohatal

cheese spread and ---------- ," the
blank being filled with the common
names of the foods added, In order of
predominance by weight.
(d) The label shall bear the names of

any of the optional Ingredients used des-
ignated in paragraph (b) (1) (3), (4),
and (5) of this section, except that carob
bean gum, gum karaya, gum tragacanth,
guar gum, and oat gum or mixtures of
these may be named as "vegetable gum"
or "vegetable gums," as the case may be.
(e) (1) If artificial coloring is used,

the label shall bear the statement "artif-
cially colored," except that If the food
added to the neufohatel cheese Is the
only portion artificially colored, the label
shall bear the statement " ............
artificially colored," the blank being
filled in with the name or names of the
foods iso colored,

(2) If an optional acidifying agent is
used so that the pH of the finished food
Is less than 4.2, there shall appear after
its name the words "a chemical preserva-
tive." In case vinegar is the only aoldi-
fying agent added, it shall be considered
to be acetic acid when the pH of the
finished food Is less than 4.2, In case
vinegar and other acidifying agents are
used and the pH of the finished food Is
less than 4.2, only the name or names of
the acidifying agents other than vinegar
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shall be followed by the statement "a
chemical preservative."

(f) Wherever the name of the food
appears on the label so conspicuously as
to be easily seen under customary con-
ditions of purchase, the words and
statements herein specified, showing the
optional ingredients used, shall imme-
diately and conspicuously precede or
follow such name, without intervening
written, printed, or graphic matter.

§ 19.785 Cold - pack cheese, club
cheese, commmnuted cheese; identity;
label statement of optional ingredients.
(a) (1) Cold-pack cheese, club cheese,
comminuted cheese, is the food prepared
by comminuting, without the aid of heat,
one or more cheeses of the same or two
or more varieties, except cream chieese,
neufchatel cheese, cottage cheese,
creamed cottage cheese, hard grating
cheese, semisoft part-skin cheese, part-
skim spiced cheese, and skim-milk cheese
for manufacturing, into a homogeneous
plastic mass. One or more of the optional
ingredients designated in paragraph (c)
of this section may be uspd.

(2) All cheeses used in a cold-pack
cheese are made from pasteurized milk
or are held for not less than 60 days at
a temperature of not less than 35' F.
before being comminuted.

(3) (1) The moisture content of a cold-
pack cheese made from a single variety
of cheese is not more than the maimnum
moisture content prescribed by the def-
inition and standard of identity, if any
there be, for the variety of cheese used.
if there is no applicable definition and
standard of identity, or if such standard
contains no provision as to maxmum
moisture content, no water is used in the
preparation of the cold-pack cheese.

(ii) The fat content of the solids of a
cold-pack cheese made from a single
variety of cheese is not less than the
m nmum prescribed by the definition
and standard of identity, if any there be,
for the variety of cheese used, but in no
case is lessthan 47 percent, except that
the fat content of the solids of cold-pack
swiss cheese is not less than 43 percent,
and the fat content of the solids of cold-
pack gruyere cheese is not less than 45
percent.

(4) (i) The moisture content of a cold-
pack cheese made from two or more
varieties of cheese is not more than the
arithmetical average of the maxmum
moisture contents prescribed by the def-
initions and standards of identity, if any
there be, for the varieties of cheese used,
but in no case is the moisture content
more than 42 percent, except that the
moisture content of a cold-pack cheese
made from two or more of the varieties
cheddar cheese, washed curd cheese, col-
by cheese, and granular cheese is not
more than 39 percent.

(ii) The fat content of the solids of a
cold-pack cheese made from two or
more varieties of cheese is not less than
the arithmetical average of the mini-
mum percent of fat prescribed by the
definitions and standards of identity, if
any there be, for the varieties of cheese
used, but in no case is less than 47 per-
cent, except that the fat content of the
solids of a cold-pack cheese made from
swiss cheese and gruyere cheese is not
less than 45 percent.
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(5) Uoisture and fat are determined
by the methods prescribed in . 19.500 (c).

(6) The weight of each variety of
cheese in a cold-pack cheese made from
two varieties of cheese Is not les than
25 percent of the total weight of both,
except that the weight of blue cheeze,
roquefort cheese, or gorgonzola chese Is
not less than 10 percent of the tot2l
weight of both, and the weight of lim-
burger cheese is not less than 5 porcent of
the total weight of both. The weight
of each variety of chee.e in a cold-pack
cheese made from three or more varieties
of cheese is not less than 15 percent of
the total weight of all, except that the
weight of blue cheese, roquefort cheeze,
or gorgonzola cheese is not less than 5
percent of the total weight of all, and the
weight of limburger cheese Is not les
than 3 percent of the total weight of all,
These limits do not apply to the quantity
of cheddar cheese, vahed curd cheese,
colby checse, and granular chee7e intmix-
tures which arc deslgnated as "Amcrican
cheese" as prescribed in paragraph (d)
(2) of this section. Such mixtre3 are
considered as one variety of checs for
the purpose of this subparagraph.

(b) Cold-pack cheese may be smoked,
or the cheese or cheeses from which it is
made may be smoked, before comminut-
ing and mixing, or it may contain sub-
stances prepared by condensing or
precipitating wood snioLe.

(c) The optional ingredients referred
to an paragraph (a) of this cction are:

(1) An acidifying agent comisting of
one or any mixture of two or more of the
following: A vinegar, lactic acid, citric
acid, acetic acid, and phosphoric acid, in
such quantity that the pH of th2 finished
cold-pack cheese is not below 45. For
the purpozes of this section vinegar Is
considered to be acetic acid.

(2) Water.
(3) Salt.
(4) Harmless arthilcial coloring.
(5) Spices or flavorings, other than

any which singly or in combination with
other ingredients simulate the flavor of a
cheese of any age or variety.

(d) (1) The name of a cold-pack
cheese for which a definition and stamd-
ard of Identity is prescrlbed by thi ccc-
tion is "Cold-pack cheese"
or club cheese" or "Com-
minuted ------ chcee." the blani:5
being flled in with the name or name.; of
the varieties of cheese used, in order of
predominance by weight.

(2) If the cold-pack cheese is made of
cheddar cheese, washed curd chceze,
colby cheese, or granular cheese or any
mixture of two or more of thc:, it may
be designated "Cold-pack American
cheese", or when cheddar cheese, washcd
curd cheese, colby cheese, or granular
cheese or any mixture of two or more of
these is combined with other varleties
of cheese in the cheese In-redient any of
such cheeses or such mixture may bo des-
ignated as "American cheese."

(e) (1) If cold-pack cheese Is smoked,
or made from cheeses which have bccn
smoked, the word "smokcd" shall pre-
cede or follow the name of the cold-pack
cheese or the name of the chcee in-
gredient which was smoked.

(2) If it contains a substance pre-
pared by condensing or precipitating
wood smoke, the label shall bea the

statement "with added --

the blank being filled in with the com-
mon or usual name of such ingredient.

(3) If It contains spice, the IabA shall
bear the statement "spiced" or "spce
added" or "with added spice," or in lieu
of the word "spice" the common or usual
name of the spica or spice. used.

(4) If It contains added flavoring, the
label shall bear the statement'flavoring
added" or "with added flavoring" or
"flavored with " the blank
being filled in wivth the common or usual
name of the flavoring used; if the flavor-
ng is artificial, the word "ar=tificial" shall

precede the word "flavoring" or the word
"artificaly'" shall precede the state-
ment "flavorad with __

(5) If It contains an added acidifym
agent as prescribed in paragraph (c) (1)
of this ,ection, the label shall bear the
statement "  added as a
chemical preservative," the blank being
fled in with the name or names of the
aeidfying agents used.

(f Wherever the name of the food
appeam on the label so conspicuously as
to be easily cean under customary con-
ditions of purchase, the words and state-
mcnts herein spacifled, showing the
optional ingredients used, shall lime-if-
atey and conspicuously precede or fol-
low such name, without intervening writ-
ten, printed, or graphic matter.

§ 19.707 Cod-Vac7; cheese food; Men-
tity; lavcl satmetocnt of optioral zrngredi-
euts. (a) (1) Cold-pack cheese food is
the food prepared by comminuting and
mixing, rithout the aid of heat, one or
more of the optional cheese ingredients
pre:cribed in paragraph (c) of this sec-
tion with one or more of the optional
dairy Ingredients prescribed in p.ara-
graph (d) of this section, into a homo-
gencous plastic ma!. One or more of
the optional ingredients specified m
paragraph (e) of this section may be
used.

(2) All cheees used in a cold-pack
cheese food are made from pasteurzed
milk, or are held for not less than ED
d-ys at a tcmperature of not less thsn
350 V. bzfore being comminuted.

(Q) The moisipre content of a cold-
pack chcese food Is not more than 44 per-
cent, and the fat content Is not less than
23 ercent.

(4) L-oisare and fat are determined
by the methods pre cribed in § 19.53
(c), except that in determining moisture
the los in veight which occurs n drying
for 5 hours, under the conditions pre-
scribed In such method, is taken as the
weight of moisture,

(5) The weight of the cheese Ingrdi-
ent prezerlbed by subpagraph (1) of
this p=araaph constitutes not less than
51 percant of the weight of the finied
cold-pack chcese food.

(6) The weight of each variety of
cheeze in the cold-pacL cheese food made
with two varieties of cheese is not less
than 25 percent of the total weight of
both, except that the wei-ght of blue
checze, roquefort cheese, gorgonzola
cheeze, or limburger cheese Is not less
than 10 perc:nt of the total weight of
both. The weight of each variety of
chcese in the cold-pack cheese food made
with three or more varieties of cheese is
not 1czz than 15 percent of the tatal
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weight of all, except that the weight of
blue cheese, roquefort cheese, gorgonzola
cheese, or limburger cheese is not less
than 5 percent of the total weight of all.
These limits do not apply to the quantity
of cheddar cheese, washed curd cheese,
colby cheese, and granular cheese in mix-
tures which are designated as "American
cheese" as prescribed in paragraph (f)
(6) of this section. Such mixtures are
considered as one variety of cheese for
the purposes of this subparagraph.

(b) Cold-pack cheese food may be
smoked, or the cheese or cheeses from
which it is made may be smoked, before
comminuting and mixing, or it may con-
tain substances prepared by condensing
or precipitating wood smoke.

(c) The optional cheese ingredients
referred to in paragraph (a) of this sec-
tion are: One or more cheeses of the
same or two or more varieties, except
that cream cheese, neufchatel cheese,
cottage cheese, creamed cottage cheese,
cook cheese, and skim-milk cheese for
manufacturing are not used, and except
that semisoft part-skim cheese, part-
skim spiced cheese, and hard grating
cheese may not be used, alone or in
combination with each other, as the
cheese ingredient.

(d) The optional dairy ingredients re-
ferred to in paragraph (a) of this sec-
tion are: cream, milk, skim milk, cheese
whey, or any mixture of two or more of
these or any of the foregoing from which
part of the water has been removed,
skin-milk cheese for manufacturing and
albumin from cheese whey. All optional
dairy ingredients used in cold-pack
cheese food are pasteurized or made
from products which have been pasteur-
ized.

(e) The other optional ingredients re-
ferred to in paragraph (a) of this sec-
tion are"

(1) An acidifying agent consisting of
one or any mixture of two or more of the
following: A vinegar, lactic acid, citric
acid, acetic acid, and phosphoric acid,
in such quantity that the pH of the fin-
ished cold-pack cheese food is not below
4.5.

(2) Water.
(3) Salt.
(4) Harmless artificial coloring.
(5) Spices or flavorings, other than

any which singly or in combination with
other ingredients simulate the flavor of
cheese of any age or variety.

(6) A sweetening agent consisting of
one or any mixture of two or more of the
following: Sugar, dextrose, corn sugar,
corn sirup, corn sirup solids, glucose
sirup, glucose sirup solids, maltose, malt
sirup, and hydrolyzed lactose, in a quan-
tity necessary for seasoning.

(f) The label of a cold-pack cheese
food shall bear the common or usual
names of the optional ingredients used,
as specified in paragraphs (c) (d) and
(e) (1) (2), (3) and (6) of this section,
and:

(1) If It is smoked, or made from
cheeses which have been smoked, the
word "smoked" shall precede or follow
the name of the cold-pack cheese food
or the name of the cheese ingredient
which was smoked.

(2) If it contains a substance pre-
pared by condensing or precipitating

wood smoke, the label shall bear the
statement "with added .,"
the blank being filled in with the com-
mon or usual name of such ingredient.

(3) If it contains spice, the label shall
bear the statement "spiced," or "spice
added," or "with added spice" or in lieu
of the word "spice" the common or usual
name of the spice used.

(4) If it contains added flavoring, the
label shall bear the statement "flavor-
ing added," "with added flavoring," or
"flavored with --------- ," the blank
being filled in with the common or usual
name of the flavoring used. If the
flavoring is artificial, the word "arti-
ficial" shall precede the word "flavoring,"
or the word "artificially" shall precede
the word "flavored," or the word "artifi-
cially" shall precede the statement
"flavored with -------......... "

(5) If it contains added artificial
coloring the label shall bear the state-
ment "artificially colored" or "contains
artificial color."

(6) If the cheese ingredient contains
cheddar cheese, washed curd cheese,
colby cheese, or granular cheese or any
mixture of two or more of these, such
cheese or such mixture may be desig-
nated as "American cheese."

(7) If an optional acidifyIng agent is
used so that the pH of the finished food
is less than 5.0, there shall appear after
its name the words "a onemical preserv-
ative." In case vinegar is the only acid-
ifymg agent added it shall be considered
to be acetic acid when the pH of the
finished food is less than 5.0. In case
vinegar and other acidifying agents are
used and the pH of the finished food is
less than 5.0, the name of the acidifying
agents other than vinegar shall be fol-
lowed by the statement "a chemical
preservative."

(g) Wherever the name of the food
appears on the label so conspicuously as
to be easily seen under customary con-
ditions of purchase, the words and state-
ments herein specified, showing the op-
tional ingredients used, shall immedi-
ately and conspicuously precede or fol-

-low such name, without intervening
written, printed, or graphic matter.

§ 19.788 Cold-pack cheese food with
fruits, vegetables, or meats; identity;
label statement of optional ingredients.
(a) Cold-pack cheese food with fruits,
vegetables, or meats or mixtures of these
is the food which conforms to the defi-
nition and standard of identity, and is
subject to the requirements for label
statement of optional ingredients,, pre-
scribed for cold-pack cheese food by
§ 19.787, except that:

(1) Its milk fat content is not less
than 22 percent.

(2) It contains one or any mixture of
two or more of the following: Any prop-
erly prepared fresh, cooked, canned, or
dried vegetable; any properly prepared
cooked or canned meat.

(3) When the added fruits, vegetables,
or meats contain fat, the method pre-
scribed for the determination of fat by
§ 19.500 (c) is not applicable.

(b) The name of a cold-pack cheese
food with fruits, vegetables or meats is
"Cold-pack cheese food with ----- ,"
the blank being filled in with the common

or usual name .or names of the fruits,
vegetables, or meats used, in order of
predominance by weight.

PART 25--DarsSINGS FOR FOODS

25.1 Mayonnaise, mayonnaise dressing:
identity; label statement of optional
ingredients.

25.2 French dressing; identity; label state-
ment of optional Ingredients.

25.3 Salad dressing: Identity label state-
ment of optional ingredients.

Aumorry: § 25.1 to 25.3 Issued under
sec. '701, 62 Stat. 1055: 21 U. S. 0. 3'1. In-
terpret or apply see. 401, 52 Stat, 104, O0
Stat. 54; 21 U. S. C. 341,

§ 25.1 Mayonnaise, mayonnaise dress-
zng; identity; label statement of optional
ingredients. (a) Mayonnaise, mayon-
naise dressing, is the emulsified semisolid
food prepared from edible vegetable oil,
one or both of the acidifying ingredients
specified in paragraph (b) of this sec-
tion, and one or more of the egg-yolk-
containing Ingredients specified in
paragraph (c) of this section. It may be
seasoned or flavored with one or more of
the following ingredients:

(1) Salt.
(2) Sugar, dextrose, corn sirup, invert

sugar sirup, nondiastatlc maltose sirup,
glucose sirup, honey. The foregoing
sweetening Ingredients may be used in
sirup or dried form.

(3) Mustard, paprika, other Spice, or
any spice oil or spice extract, except that
no turmeric or saffron is used and no
spice oil or spice extract is used which
Imparts to the mayonnaise a color simu-
lating the color imparted by egg yolk,

(4) Monosodium glutamate.
(5) Any suitable, harmless food sea-

soning or flavoring (other than imita-
tions) provided it does not impart to
the mayonnaise a color simulating the
color imparted by egg yolk.
Mayonnaise may be mixed and packed
in an atmosphere In which air is re-
placed in whole or In part by carbon
dioxide or nitrogen. Mayonnaise con-
tains not less than 65 percent by weight
of vegetable oil.

(b) The acidifying ingredients re-
ferred to In paragraph (a) of this sec-
tion are:

(1) Any vinegar or any vinegar di-
luted with water to an acidity, calcu-
lated as acetic acid, of not less than
2Y2 percent by weight, or any such vine-
gar or diluted vinegar mixed with the
additional optional acidifying ingredient
citric acid, but in any such mixture the
weight of citric acid Is not greater than
25 percent of the weight of the acids of
the vinegar or diluted vinegar calculated
as acetic acid. For the purpose of this
paragraph, any blend of two or more
vinegars Is considered to be a vinegar.

(2) Lemon juice or lime juice or both
or any such juice in frozen, canned,
concentrated, or dried form, or any one
or more of these diluted with water to
an acidity, calculated as citric acid, of
not less than 2Y2 percent by weight,

(c) The egg-yolk-containing ingre-
dients referred to In paragraph (a) of
this section are: Liquid egg yolks, frozen
egg yolks, liquid whole eggs, frozen
whole eggs, or any one or more of the
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foregoing with liquid egg white or frozen
egg white.

(d) (1) When the additional optional
acidifying ingredient as provided in
paragraph (b) (1) of this section is
used, the label shall bear the statement
"Citric acid added" or "With added citric
acid."(2) Wherever the name ''"Iayonnaise"

or "Mayonnalse Dressing" appears on
the label so conspicuously as to be easily
seen under customary conditions of pur-
chase, the statements specified in this
paragraph, showing the optional ingre-
dients present, shall immediately and
conspicuously precede or follow such
name, without intervening written,
printed, or graphic matter.

§ 25.2 French dressing; identity; la-
bel statement of optional ingredients.
(a) French dressing is the separable liq-
uid food or the emulsified viscous fluid
food prepared from edible vegetable oil
and one or both of the acidifying ingre-
dients specifi:d in paragraph (b) of this
section. It may be seasoned or flavored
with one or more of the following
ingredients:

(1) Salt.
(2) Sugar, dextrose, corn sirup, invert

sugar sirup, nondiastatic maltose sirup,
glucose sirup, honey. The foregoing
sweetening ingredients may be used in
sirup or dried form.

(3) Mustard, paprika, other spice, or
spice oil or spice extract.

(4) Monosodium glutamate.
(5) Any suitable, harmless food

seasoning or flavoring (other than
imitations)

(6) Tomato paste, tomato puree, cat-
sap, sherry wine.

French dressing may be emulsified. Sub-
ject to the conditions hereinafter pre-
scribed, one or both of the optional
emulsifying ingredients specified in par-
agraph (c) (1) and (2) of this section
may be added. French dressing may be
mxed and packed in an atmosphere in
which air is replaced in whole or in part
by carbon dioxide or nitrogen. French
dressing contains not less than 35 per-
cent by weight of vegetable oil.

(b) The acidifying ingredients re-
ferred to in paragraph (a) of this section
are:

(1) Anyvinegar or any vinegar diluted
with water, or any such vinegar or di-
luted vinegar mixed with the additional
optional acidifying ingredient citric acid,
but in any such mixture the weight of
citric acid is not greater than 25 percent
of the weight of the acids of the vinegar
or diluted vinegar calculated as acetic
acid. For the purpose of this paragraph,
any blend of two or more vinegars is con-
sidered to be a vinegar.

(2) Lemon 3uice or lime 3uice or both
or any such jice in frozen, canned, con-
-centrated, or dried form, or any one or
more of these diluted with water.

(c) The optional emulsifying ingredi-
ents referred to in paragraph (a) of
this section are:

(1) Gum acacia (also called gum
arabic) carob bean gum (also called
locust bean gum) guar gum, gum
karaya, gum tragacanth, extract of Irish
moss, pectin, propylene glycol ester of
algimc acid, sodium carboxymethylcel-
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lulose, or any mixture of two or more of
these.

(2) Liquid egg yolks, frozen egg yolks,
liquid whole eggs, frozen whole eggs, or
any one or more of these with liquid egg
white or frozen egg white. For the pur-
pose of this paragraph, the quantity of
egg-yolk-containing ingredient Is cal-
culated as the weight of the egg-yolk
solids contained therein.
The quantity of any such emulsifying
ingredient or mixture used amounts to
not more than 0.75 percent by weight of
the finished french dressing.

(d) (1) When the additional optional
acidifying Ingredient as provided in
paragraph (b) (1) of this section is
used, the label shall bzar the statement
"Citric acid added" or "With added citric
acid." When an optional emulsifying
ingredient as provided in paragraph (c)
(1) of this section is used, the label shall
bear the statement" added"
or "With added "the blank
being filled in with the common name or
names of the emulsifying ingredient or
mixture of emulsifying ingredients uzed,
as specified in paragraph (c) (1) of this
section; or, alternatively, with the words
"algin derivative," if propylene glycol
ester of alginic acid is used; or with the
words "vegetable gum" if any one of the
vegetable gums, gum acacia, carob bean
gum, guar gum, gum karaya, or gum tra-
gacanth, is used; or with the words
"vegetable gums" if two or more such
vegetable gums are used. Label state-
ments specified in this paragraph for
declaring the presence of optional in-
gredients may be combined, as for ex-
ample, "With added citric acid and
sodium carbo.-ymethylcelluloe."

(2) Wherever the name "French
Dressing" appears on the label co con-
spicuously as to be easily zeen under
rustomary conditions of purcbae the
statements specified in subparagraph (1)
of this paragraph, showing the optional
ingredients present, shall immediately
and conspicuously precede or follow such
name, without intervening written,
printed, or graphic matter.

§ 25.3 Salad dressing; identity; label
statement of optional ingrcdicnts. (a)
Salad dressing is the emulsified zeml-
solid food prepared from edible vegetable
oil, one or both of the acidifying ingredi-
ents specified in paragraph (b) of this
section, one or more of the egg-yoU:-
containing ingredients specified In para-
graph (c) of this section, and a cooked
or partly cooked starchy paste prepared
with a food starch, taplocai flour, wheat
flour, xye flour, or any two or more of
these. In the preparation of such
starchy paste water may be added.
Salad dressing may be seasoned or fla-
vored with one or more of the following
mgredientl:

(1) Salt.
(2) Sugar, dextrose, corn sirup, Invert

sugar sirup, nondiastatie maltose sirup.
glucose sirup, honey. -The foregoing
sweetening ingredients may be used in
sirup or dried form.

(3) Mustard, paprika, other spice, or
any spice oil or spice extract, except that
no turmeric or safEron Is used and no
spice oil or spice extract Is used which
imparts to the salad dressing a color

slmulatlng the color Imparted by egg
yolk.

(4) UonoZodium glutamate.
(5) Any suitable, harmlezs food sea-

zoning or flavoring (other than imita-
tions) provided It does not irmpart to the
calad dresIng . color simulating the
color Imparted by egg yoll.
Subject to the conditions hereinafter
prezcrlbed, one or more of the optional
emulsifying ingredients specified in par-
agraph (d) of this section may be added.
,alad dres:ing may be mixed and packed
in an antmosphere in which airis replaced
In whole or In part by carbon dioxide or
nitrogen. Salad dre-sing contains not
lezs than 30 percent by weight of vege-
table oil and not les egg-yolk-containing
ingredient than is equivalent In egg-yolk
solids content to d percent by weight of
liquid eg yolks.

(b) The acidifying Ingredients re-
ferred to in paragraph (a) of this sec-
tion are:

(1) Any vinegar or any vinegar di-
luted with water, or any such vinegar or
diluted vinegar mixed with the addi-
tional optional acidifying ingredient
citric acid, but In any such mixture the
weight of citric acid is not greater than
25 percent of the weight of the acids
of the vinegar or diluted vinegar calcu-
lated as acetic acid. For the purpose
of this paragraph, any blend of two or
more vinegars is considered to be a
vinegar.

(2) Lemon Juice or lime juice or both
or any such juice in frozen, canned, con-
centrated, or dried form, or any one or
more of these diluted rith water.

(c) The egg-yolk-containing ingre-
dients referred to in paragraph (a) of
this cection are: Liquid egg yolks, frozen
egg yolks, liquid whole eggs, frozen
whole eggs, or any one or more of the
foregoing with liquid egg white or frozen
egg white.

(d) The optional emulsifying Ingre-
clients referred to in paragraph (a) of
this section are: Gum acacia (also called
gum arabic) carob bean gum (also
called locust bean gum) guar gum. gum
karaya, gum tragacanth, extract of
Irish mozz, pectin, propylene glycol ester
of alginio acid, sodium carboxymethyl-
celluloZe, or any mixture of two or more
of these. The quantity used of any
such emulsifying ingredient or mixture
amounts to not more than 0.75 percent
by weight of the finished salad dre.ssin.

(e) (1) When the additional optional
acidifying ingredient as provided In para-
graph (b) (1) of this section is used, the
label shall bear the statement "Citric acid
added" or "With added citric acid."
When an optional emul-fying ingredient
as provided In paragraph (d) of this
section is used, the label shall bear the
statement _ added" or "With
added . the blank being
filled in with the common name or names
of the emulsifying ingredient or mixture
of emulsifying ingredients used, as spez-
fcd In pa;raph (d) of this section; or,

alternatively, with the words "Algin de-
rivative" if propylene glycol ester of
alginlc acid is used; or with the words
"vegetable um" if any one of the vege-
table gums, gum acacia, carob bean gum,
guar gum, gum kaaya, or gum traga-
canth, Is used; or with the words "vegeta-
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ble gums," if two or more such vegetable
gums are used. Label statements spec-
ifed In this paragraph for declaring the
presence of optional ingredients may be
combined, as for example, "with added
citric acid and sodium carboxymethyl-
cellulose."

(2) Wherever the name "Salad
Dressing" appears on the label so con-
spicuously as to be easily seen under
customary conditions of purchase, the
statements specified in this paragraph
showing the optional ingredients present,
shall immediately and conspicuously
precede or follow such name, without in-
tervening written, printed, or graphic
matter.

PART 27-CANNED FRUITS; DEFINITIONS
AND STANDARDS OF IDENTITY* QUALITY;
AND FILL OF CONTAINER

Sec.
27.0 Canned peaches; identity; label state-

ment of optional ingredients.
27.1 Canned peaches; quality; label state-

ment of substandard quality.
27.2 Canned peaches; fill of container;

label statement of substandard fill.
27.3 Canned peaches with rum; identity;

label statement of optional ingredi-
ents.

27.10 Canned apricots; identity; label state-
ment of optional ingredients.

27.11 Canned apricots; quality; label state-
ment of substandard quality.

27.12 Canned apricots; fill of container;
label statement of substandard fill.

27.13 Canned apricots with rum; identity;
label statement of optional ingredi-
ents.

27.20 Canned pears; identity; label state-
ment of optional ingredients.

27.21 Canned pears; quality; label state-
ment of substandard quality.

27.22 Canned pears; fill of container; label
statement of substandard fill.

27.23 Canned pears with rum; identity;
label statement of optional ingredi-
ents.

27.30 Canned cherries; identity; label state-
ment of optional ingredients.

27.31 Canned cherries; quality; label state-
ment of substandard quality.

27.32 Canned cherries; fill of containers;
label statement of substandard fill.

27.33 Canned cherries with rum; identity;
label statement of optional ingredi-
ents.

27.40 Canned fruit cocktail, canned cocktail
fruits, canned fruits for cocktail;
identity; label statement of op-
tional ingredients.

27.41 Canned fruit cocktail, canned cocktail
fruits, canned fruits for cocktail;
quality; label statement of sub-
standard quality.

27.42 Canned fruit cocktail, canned cocktail
fruits, canned fruits for cocktail;
fill of container; label statement of
substandard fill.

AurrHoiTY: § § 27.0 to 27.42 issued under
sec. 701 (a), 52 Stat. 1055; 21 U. S. C. 371 (a).
Interpret or apply sec. 401 52 Stat. 1046, 68
Stat. 54, 55; 21 U. S. C. 341.

§ 27.0 Canned peaches; identity; la-
bel statement of optional ingredients.
(a) Canned peaches is the food prepared
from one of the optional peach ingredi-
ents specified in paragraph (b) of this
section and one of the optional packing
media specified in paragraph (c) of tins
section. Such food may be seasoned
with one or more of the following op-
tional ingredients:

(1) Spice;

(2) Flavoring, other than artificial
flavoring;

(3) A vinegar;
(4) Peach pits, except in the cases of

peeled whole peaches and unpeeled
whole peaches, in a quantity not more
than 1 peach pit to each 8 ounces of
finished canned peaches; and

(5) Peach kernels, except in the cases
of peeled whole peaches and unpeeled
whole peaches, and except when optional
ingredient (4) is used.

Such food is sealed in a container and
is so processed by heat as to prevent
spoilage.

(b) The optional peach ingredients
referred to in paragraph (a) of this sec-
tion are prepared from mature peaches
of the yellow clingstone, yellow freestone,
white clingstone, or white freestone
varietal group, and are in the following
forms of units: peeled whole, unpeeled
whole, peeled halves, unpeeled halves,
peeled quarters, peeled slices, peeled dice,
peeled mixed pieces of irregular sizes and
shapes. Each such form of units pre-
pared from each such varietal group is
an optional peach ingredient. Each
such ingredient, except in the case of
peeled whole peaches and unpeeled
whole peaches, is pitted. For the pur-
pose of-paragraph (e) of this section, the
names of such optional peach ingredi-
ents are the- woras "Yellow Cling" or
"Yellow Clingstone," "White Cling" or
"White Clingstone," "Yellow Free" or
"Yellow Freestone" or "White Free" or
"White Freestone," as the case may be,
preceded or followed by the word or
words "Whole," "'Unpeeled Whole,"
"Halves" or "Halved," "Unpeeled
Halves," or "Unpeeled Halved," "Quar-
ters" or "Quartered," "Slices" or "Sliced,"
"Dice" or "Diced," or "Mixed Pieces of
Irregular Sizes and Shapes," as the case.
may be.

(c) (1) The optional packing media
referred to in paragraph (a) of this
section are:

(i) Water.
(ii) Peach juice.
(iii) Slightly sweetened water.
(iv) Light sirup.
(v) Heavy sirup.
(vi) Extra heavy sirup.
(vii) Slightly sweetened peach juice.
(viii) Light peach juice sirup.
(ix) Heavy peach juice Sirup.
(x) Extra heavy peach juice sirup.

As used in this subparagraph the term
"water" means, in addition to water, any
mixture of water and peach juice; and
the term "peach juice" means the fresh
or canned expressed juice of mature
peaches, of any varietal group specified
m paragraph (b) of this section, to
which no water is added, directly or
indirectly.

(2) Each of packing media (1) (iii) to
(x) inclusive, is prepared with a liquid
ingredient and a saccharine ingredient.
Water is the -iquid ingredient from
which packing media (1) (iii) to (vi),
inclusive, -re prepared, and peach juice
is the liquid ingredient from which pack-
ing media (1) (vii) to (x)' inclusive, are
prepared. The saccharine ingredient
from which packing media (1) (i) to
(x) inclusive, are prepared is one of the

following: Sugar' any combination of
sugar and dextrose in which the weight
of the solids of the dextrose used is not
more than one-half the weight of the
solids of the sugar used; any combination
of sugar and corn sirup or glucose sirup
in which the -weight of the solids of the
corn sirup or glucose sirup used 15 not
more than one-third the weight of the
solids of the sugar used; or any com-
bination of sugar, dextrose, and corn
sirup or glucose sirup in which twice the
weight of the solids of the dextrose used
added to three times the weight of the
solids of the corn sirup or glucose sirup
used is not more than the weight of the'
solids of the sugar used; except that
packing media (1) (vii) to (x), Inclusive,
are not prepared with any Invert sugar
sirup or with any corn sirup other than
dried corn sirup or with any glucose sirup
other than dried glucose sirup. A pack-
ing medium prepared with peach juice
and any Invert sugar sirup or corn sirup
other than dried corn sirup or glucose
sirup other than dried glucose sirup is
considered to be prepared with water as
the liquid ingredient.

(3) The respective densities of packing
media (1) (ii) to (x),, Inclusive, as meas-
ured on the Brix hydrometer 15 days or
more after the peaches are canned, arc
within the range prescribed for each in
the following list:
Number of pack-

ing medium: Brix 2acasuremnt
(1) (iti) and (vii).. Loss than 14
(1) (tv) and (vlii)- 14' or more but lesa

than 19'
(1) (v) and (ix)... 10' or more but less

than 240
(1) (vi) and (X),-- 240 or more but not

more than 3V'
(d) For the purposes of this section:
(1) The term "sugar" means refined

sucrose or invert sugar sirup. The term"invert sugar sirup" means an aqueous
solution of Inverted or partly inverted,
refined or partly refined sucrose, the
solids of which contain not more than
0.3 percent by weight of ash, and which
is colorless, odorless, and flavorless, ex-
cept for sweetness.

(2) The term "dextrose" means the
hydrated or anhydrous, refined mono-
saccharide obtained frQm hydrolized
starch.

(3) The term "corn sirup" means an
aqueous solution obtained by the incom-
plete hydrolysis of cornstarch, and in-
cludes dried corn sirup; the solids of
corn sirup and of dried corn sirup con-
tain not less than 58 percent by weight
of reducing sugars.

(4) The term "glucose sirup" means
a clarified, concentrated, aqueous solu-
tion of the products obtained by the in-
complete hydrolysis of any edible starch,
The solids of glucose sirup contain not
less than 40 percent by weight of re-
ducmg sugars calculated as anhydrous
dextrose. "Dried glucose sirup" means
the product obtained by drying "glucose
sirup."

(e) The label shall bear the name of
the optional peach ingredient used, as
specified in paragraph (b) of this sec-
tion, and the name whereby the optional
packing medium used Is designated in
paragraph (c) of this section, preceded
by "In" or "Packed in." When any of
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the optional ingredients permitted by
one of the following specified subpara-
graphs of paragraph (a) of this section
is used, the label shall bear the words
set forth below after the number of such
subparagraph:

(1) "Spiced" or "Spice Added" or
"With Added Spice," or in lieu of the
word "Spice," the common name of the
spice;

(2) '"lavoring Added" or "With
Added Flavoring," or, in lieu of the word
"Flavoring," the common name of the
flavoring;

(3) "Seasoned with Vinegar" or "Sea-
soned with ----------- Vinegar," the
blank being filled in with the word show-
ing the kind of vinegar used;

(4) "Seasoned with Peach Pits"'-
(5) "Seasoned with Peach Kernels."

When two or more of the optional in-
gredients specified in paragraph (a) (1)
(2) (3) and (4) or (5) of this section
are used, such words may be combined,
as for example, "Seasoned with Cider
Vinegar, Cloves, Cinnamon Oil, and
Peach Kernels"

(f) Wherever the name "peaches" ap-
pears on the label so conspicuously as to
be easily seen under the customary con-
ditions of purchase the words specified
in this section, showing the optional in-
gredients used, shall immediately and
conspicuously precede or follow such
name without intervening written,
printed, or graphic matter, except that
the specific varietal name of the peaches
may so intervene.

§ 27.1 Canned peaches; quality; la-
bel statement of substandard quality.
(a) The standard of quality for canned
peaches is as follows:

(1) All units tested in accordance
with the method prescribed in paragraph
(b) of this section are pierced by a
weight of not more than 300 grams;

(2)In the cases of halves and quar-
ters, the weight of each unit is not less
than ,5 ounce and %0o ounce, respectively"

(3) In the cases of whole peaches,
halves, and quarters, the weight of the
largest unit in the container is not more
than twice the weight of the smallest
unit therein;

(4) Except in the case of unpeeled
peaches, there is present in the finished
canned peaches not mpre than 1 square
inch of peel per each 1 pound of net
contents;

(5) Not more than 20 percent of the
units in the container are blemished
'with scab, hail injury, discoloration, or
other abnormalities;

(6) In the cases of whole peaches,
halves, quarters, and slices, all units are
untrimmed, or are so trimmed as to pre-
serve normal shape; and

(7) Except in the case of mixed pieces
of irregular sizes and shapes, not more
than 5 percent of the units in a container
of 20 or more units, and not more than
one unit in a container of less than 20
units, is crushed or broken. (A unit
which has lost its normal shape because

-of ripeness and which bears no mark of
crushing shall not be considered to be
crushed or broken.)

(b) Canned peaches shall be tested by
the following method to determine
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whether or not they meet the require-
ments of paragraph (a) (1) of this
section: So trim a test piece from the
unit as to fit, with peel surface up, into a
supporting receptacle. If the unit is of
different firmness in different parts of
its peel surface, trim the piece from the
firmest part. If the piece is unpeeled,
remove the peel. The top of the recepta-
cle is circular In shape, of 1,a inches
inside diameter, with vertical sides; or
rectangular in shape, 2 inch by 1 Inch
inside measurements, with ends vertical
and sides sloping downward and joining
at the center at a vertical depth of -?
inch. Use the circular receptacle for
testing units of such size that a test piece
can be trimmed therefrom to fit It. Use
the rectangular receptacle for testing
other units. Test no unit from which a
test piece with rectangular peel surface
at least !2 inch by 1 inch cannot be
trimmed. Test the piece by means of a
round metal rod %2 inch in diameter. To
the upper end of the rod is affixed a de-
vice to which weight can be added. The
rod is held vertically by a support
through which it can freely move upward
or downward. The lower end of the rod
is a plane surface to which the vertical
axis of the rod is perpendicular. Adjust
the combined weight of the rod and de-
vice to 100 grams. Set the receptacle co
that the surface of the test piece is held
horizontally. Lower the end of the rod
to the approximate center of such sur-
face, and add weight to the device at a
uniform, continuous rate of 12 grams per
second until the rod pierces the test
piece. Weigh the rod and weighted de-
vice. Test all units in containers of 50
units or less, except those units too small
for testing or too soft for trimming.
Test at least 50 units, taken at random,
in containers of more than 50 units; but
if less than 50 units are of sufficient size
and firmness for testing, test those which
are of sufficient size and flrmnL_'.
(c) If the quality of canned peaches

falls below the standard prescribed In
paragraph (a) of this section, the label
shall bear the general statement of sub-
standard quality specified in § 10.2 (a) of
this chapter, in the manner and form
therein specified; but in lieu of such gen-
eral statement of substandard quality,
the label may bear the alternative state-
ment "Below Standard in Quality ---- "
the blank to be filled in with the words
specified after the corresponding num-
ber of each clause of paragraph (a)
of this section which such canned
peaches fail to meet, as follows: (1) "Not
Tender'" (2) "Small Halves." or "Small
Quarters," as the caze may be; (3)

lixed Sizes"' (4) "Not Well Peeled"*
(5) "Blemished"; (6) "Unevenly
Trimmed"; (7) "Partly Crushed or
Broken." Such alternative statement
shall immediately and conspicuously
precede or follow, without intervening
written, printed, or graphic matter, the
name "Peaches" and any words and
statements required or authorized to ap-
pear with such name by § 27.0 (b).

§ 27.2 Canned pcaches; fal of con-
tainer' label statement of substandard
fal. (a) The standard of fill of con-
tainer for canned peaches Is the maxi-
mum quantity of the optional peach in-

gredlent which can be sealed in the
container and processed by heat to pre-
vent spoilage, without crushing or break-
ing such ingredient.

(b) If canned peaches fall below the
standard of fill of container prescribed
in paragraph (a) of this section, the
label shall bear the general statement
of substandard fill specified in § 10.2 (b)
of this chapter, in the manner and forni'
therein specified.

§ 27.3 Canned peaches with rum,
identity; label statement of optionaZ
ingredients. Canned peaches with rum
conforms to the definition and standard
of Identity, and Is subject to the require-
ments for label statement of optional in-
gredlents, prescribed for canned peaches
by § 27.0, except that it contains added
rum in such amount that its alcohol con-
tent is more than 3 percent but less than
5 percent by weight.

§ 27.10 Canned apricots; identity;
label statement of optional ingredients.
(a) Canned apricots is the food prepared
from one of the optional apricot mgredi-
ents specified in paragraph (b) of this
section and one of the optional packing
media specified in paragraph (c) of this
section. Such food may be seasoned
with one or more of the following op-
tional ingredients:
(1) Spice;
(2) Flavoring, other than articial

flavoring;
(3) A vinegar;
(4) Apricot pits, except in the cases of

unpeeled whole apricots and peeled
whole apricots, in a quantity not more
than 1 apricot pit to each 8 ounces of
finished canned apricots;

(5) Apricot kernels, except in the
cares of unpeeled whole apricots and
peeled whole apricots, and except when
optional Ingredient (4) Is used.
Such food is sealed in a container and
so processed by heat as to prevent
spoilage.

(b) The optional apricot ingredients
referred to in paragraph (a) of this sec-
tion are prepared from mature apricots
and are in the following forms of units:
unpeeled whole, peeled whole, unpeeled
halves, peeled halves, unpeeled quarters,
peeled quarters, unpeeled slices, peeled
slices, unpeeled mixed pieces of irregular
sizes and shapes, peeled mixed pieces of
irregular sizes and shapes. Each such
form of units Is an optional apricot in-
gredlent. Each such Ingredient, except
in the cases of unpeeled whole apricots
and peeled whole apricots, is pitted. For
the purposes of paragraph (e) of this
section, the names of such optional apri-
cot Ingredients are "Whole," "Halves,"
or "Halved," "Quarters" or "Quartered,"
"Slices" or "Sliced," "Mixed Pieces of Ir-
regular Sizes and Shapes," as the case
may be, preceded or followed by "Un-
peeled" or "Peeled," as the case may be.

Cc) (1) The optional 'packing media
referred to in paragraph (a) of this
section are:

(I) Water.
(i) Apricot Juice.
(ill) Slightly sweetened water.
(lv) Light sirup.
(v) Heavy sirup.
(vD Extra heavy sirup.
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(vii) Slightly sweetened apricot juice.
(viii) Light apricot juice sirup.
(ix) Heavy apricot juice sirup.
(x) Extra heavy apricot juice sirup.

As used in this subparagraph the term
"water" means, in addition to water, any
mixture of water and apricot juice; and
the term "apricot juice" means the fresh
or canned expressed juice of mature
apricots to which no water is added,
directly or indirectly.

(2) Each of packing media (1) (iii) to
(x) inclusive, is prepared with a liquid
ingredient and a saccharine ingredient.
Water Is the liquid ingredient from
which packing media (1) (iii) to (vi)
inclusive, are prepared, and apricot
juice is the liquid ingredient from which
packing media (1) (vii) to (x) mclu-
sive, are prepared. The saccharine in-
gredient from which packing-media (1)
(III) to (x) inclusive, are prepared is
one of the following: Sugar; any com-
bination of sugar and dextrose in which
the weight of the solids of the dex-
trose used is not more than one-half
the weight of the solids of the sugar
used; any combination of sugar and
corn sirup or glucose sirup in which
the weight of the solids of the corn
sirup or glucose sirup used is not- more
than one-third the weight of the solids
of the sugar used; or any combination
of sugar, dextrose, and corn sirup or
glucose sirup in which twice the weight
of the solids of the dextrose used added
to three times the weight of the solids
of the corn sirup or glucose sirup used is
not more than the weight of the solids of
the sugar used; except that packing
media (1) (vii) to (x) inclusive, are not
prepared with any invert sugar sirup or
with any corn sirup other than dried
corn sirup or with any glucose sirup
other than dried glucose sirup. A pack-
ing medium prepared with .apricot
juice and any invert sugar sirup or corn
sirup other than dried corn sirup or glu-
cose sirup other than dried glucose sirup
Is considered to be prepared with water
as the liquid ingredient.

(3) The respective densities of packing
media (1) (iii) to (x) inclusive, as meas-
ured on the Brix hydrometer 15 days or
more after the' apricots are canned, are
within the range prescribed for each in
the following list:
Number of packing

medium:
(1) (11l) and (vii)_
(1) (iv) and (viii)_

(1) (v) and (ix)..

(1) (vi) and (x)_.--

Brtx measurement
Less than 16'
16' or more but less

than 210
210 or more but less

than 25'
25' or more but not

more than 40'

(d) For the purposes of this section:
(1) The term- "sugar" means refined

sucrose or invert sugar sirup. The term
"Invert sugar sirup" means an aqueous
solution of inverted or partly inverted,
refined or partly refined sucrose, the sol-
ids of which contain not more than 0.3
percent by weight of ash, and which is
colorless, odorless, and flavorless except
for sweetness.

(2) The term "dextrose" means the
hydrated or anhydrous, refined mono-
saccharide obtained from hydrolized
starch.

(3) The term. "corn sirup" means an
aqueous solution obtained by the incom-
plete hydrolysis of cornstarch, and in-
cludes dried corn sirup; the solids of
corn sirup and of dried corn sirup con-
tain not less than 58 percent by weight
of reducing sugars.

(4) The term "glucose sirup" means a
clarified, concentrated, aqueous solution
of the products obtained by the incom-
plete hydrolysis of any edible starch.
The solids of glucose sirup contain not
less than 40 percent byweight of reduc-
ing sugars calculated as anhydrous dex-
trose. "Dried glucose sirup" means the
product obtained by drying "glucose
sirup." I

(e) The label shall bear the name of
the optional apricot ingredient used, as
specified in paragraph (b) of this section,
and the name wherebythe optional pack-
ing medium used is designated in para-
graph (c) of this section, preceded by
"In" or "Packed in." When any optional
ingredient permitted by one of the fol-
lowing specified subparagraphs of para-
graph (a) is used, the labels shall bear
the words set forth below after the num-
ber of such subparagraph.

(1) "Spiced" or "Spice Added" or
"With Added Spice," or, in lieu of the
word "Spice," the common name of the
spice;

(2) "Flavoring Added" or "With Added
Flavoring," or, in lieu of the word "Fla-
voring," the common name of the
flavoring;

(3) "Seasoned with Vinegar" or "Sea-
soned with ----------.-. Vinegar," the
blank being filled in with the word show-
ing the kind of vinegar used;

(4) "Seasoned with Apricot Pits"'
(5) "Seasoned with Apricot Kernels."

When two or more of the optional in-
gredients specified in paragraph (a) (1)
(2) (3) and (4) or (5) of this section
are Used, such words may be combined,
as for example, "Seasoned with Cider
Vinegar, Cloves, Cinnamon Oil, and
Apricot Kernels."

(f) Wherever the name "apricots" ap-
pears on the label so conspicuously as to
be easily seen under the customary con-
ditions of purchase, the words specified
in this section, showing the optional in-
gredients used, shall immediately and
c6nspicuously precede or follow such
name without intervenig written,
printed, or graphic matter, except that
the specific varietal name of the apricots
may so intervene.

§ 27.11 Canned aprzcots; qualzty;
label statement of substandard quality.
(a) The standard of' quality for canned
apricots is as follows:

(1) All units tested in accordance with
the method pi'escribed in paragraph (b)
of this section are pierced by a weight of
not more than 300 grams;

(2) In the cases of halves and quar-
ters, the weight of each unit is not less
than% ounce and Y5 ounce, respectively'

(3) In the cases of whole apricots,
halves, and quarters, the weight of the
largest unit in the container is not more
than twice the weight of the smallest
unit therein;

(4) Not more than 20 percent of the
units in the container are blemished with

scab, hail injury, discoloration, or other
abnormalities;

(5) In the cases of whole apricots,
halves, and quarters, all units are un-
trimmed, or are so trimmed as to pre-
serve normal shape; and

(6) Except In the case of mixed pieces
of irregular sizes and shapes, not more
than 5 percent of the units-in a con-
tainer of 20 or more units, and not more
than 1 unit in a container of less than
20 units, is crushed or broken. (A unit
which has lost Its normal shape because
of ripeness and which bears no mark of
crushing shall not be considered to be
crushed or broken.)

(b) Canned apricots shall be tested
by the following method to determine
whether or not they meet the require-
ments of paragraph (a) (1) of this sec-
tion: So trim a test piece from the unit as
to fit, with peel surface up, Into a stip-
porting receptacle. If the unit is of dif-
ferent firmness In different parts of Its
peel surface, trim the piece from the
firmest part. If the piece Is unpeeled,
remove the peel. The top of the re-
ceptacle is circular In shape, of 1%
inches inside diameter, with Vertical
sides; or rectangular In shape, 3/ inch by
1 inch inside measurements, with ends
vertical and sides sloping downward and
joining at the center at a vertical depth
of / inch. Use the circular receptacle
for testing units of such size that a test
piece can be trimmed therefrom to fit It.
Use the rectangular receptacle for test
ing other units. Test no unit from
which a test piece with rectangular peel
surface at least 12 inch by 1 Inch cannot
be trimmed. Test the piece by means of
a round metal rod ic Inch In diameter.
To the upper end of the rod Is affixed
a device to which weight can be added,
The rod Is held vertically by a support
through which it can freely move up-
ward or downward. The lower end of
the rod is a plane surface to which the
vertical axis of the rod Is perpendicular.
Adjust the combined weight of the rod
and device to 100 grams. Set the re-
ceptacle so that the surl\ace of the test
piece is held horizontally. Lower the
end of the rod to the approximate center
of such surface, and add weight to the
device at a uniform, continuous rate of
12 grams per second until the rod pierces
the test piece. Weigh the rod and
weighted device. Test all units In con-
tamers of 50 units or less, except those
units too small for testing or too soft
for trimming. Test at least 50 units,
taken at random, in containers of more
than 50 units; but If less than 50 units
are of sufficient size and firmness for
testing, test those which are of sufficient
size and firmness.

(c) If the quality of canned apricots
falls below the standard prescribed In
paragraph (a) of this section, the label
shall bear the general statement of sub-
standard quality specified in § 10.2 (a) of
this chapter, in the manner and form
therein specified, but in lieu of such gen-
eral statement of substandard quality,
the label may bear the alternative state-
ment "Below Standard in Quality ----- "
the blank to be filled In with ttie words
specified after the corresponding num-
ber of each subparagraph of paragraph
(a) of this section which such canned
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apricots fail to meet, as follows: (1) "'lot
Tender"- (2) "Small Halves," or "Small
Quarters," as the case may be: (3)
'Mixed Sizes"- (4) "'Blemished"* (5)
"Unevenly Trmmed"- (6) "Partly
Crushed or Broken." Such alternative
statement shall immediately and con-
spicuously precede or follow, without in-
tervening written, printed, or graphic
matter, the name "Apricots" and any
words and statements required or au-
thorized to appear with such name by
§ 27.10 (b)

§ 27.12 Canned apricots; fill of con-
tainer- label statement of substandard
Jil. (a) The standard of fill of con-
tamer for canned apricots is the maxi-
mum quantity of the optional apricot in-
gredient which can be sealed in the con-
tamer and processed by heat to prevent
spoilage, without crushing or brealing
such ingredient.

(b) If canned apricots fall below the
standard of fill of container prescribed
in paragraph (a) of this section, the
label shall bear the general statement of
substandard fill specified in § 10.2 (b) of
this chapter, in the manner and form
therein specified.

§ 27.13 Canned apricots with rum;
identity; label statement of optional in-
gredients. Canned apricots with rum
conforms to the definition and standard
of identity and is subject to the require-
ments for label statement of optional
ingredients, prescribed for canned apri-
cots by § 27.10, except that it contains
added rum in such amount that its alco-
hol content is more than 3 percent but
less than 5 percent by weight.

§ 27.20 Canned pears; identity; label
statement of optional ingredients. (a)
Canned pears is the food prepared from
one of the optional pear ingredients
specified in paragraph (b) of this section
and one of the optional packing media
specified in paragraph (c) of this sec-
tion. Such food may be seasoned with
one or more of the following optional
ingredients:

(1) Spice;
(2) F avoring, other than artificial fla-

voring; and
(3) A vinegar.

Such food is sealed in a container and
so processed by heat as to prevent spoil-
age.

(b) The optional pear ingredients re-
ferred to in paragraph (a) of this sec-
tion are prepared from mature pears and
are in the following forms of units:
peeled whole, unpeeled whole, peeled
halves, unpeeled halves, peeled quarters,
peeled slices, peeled dice, peeled mixed
pieces of irregular sizes and shapes.
Each such form of units is an optional
pear ingredient. Each such ingredient,
except in the cases of peeled whole pears
and unpeeled whole pears, is cored. For
the purposes of paragraph (e) of this
section, the respective names of such
optional pear ingredients are "Whole,"
"Halvesl or -HEalved," "Quarters" or
"Quartered," "Slices" or "Sliced," "Dice"
or "Diced," "Mixed Pieces of Irregular
Sizes and Shapes," preceded or followed
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in case the units are whole or halvc3 and
are unpeeled, by the word 'Unpeeled."

(c) (1) The optional packing msdla
referred to in paragraph (a) of this sec-
tion are:

(I) Water.
(ii) Pear juice.
il) Slightly sweetened water.

(iv) Light sirup.
kv) Heavy sirup.
kvi) Extra heavy sirup.
(vii) Slightly sweetened par juice.
(viii) Light pear juice Sirup.
(ix) Heavy pear juice sirup.
(x) Extra heavy pear juice sirup.

As ued in this subparagraph the term
"water" means, In addition to water, any
mixture of water and pear juice; and the
term "pear juice" means the frcsh or
canned expressed juice of mature pears
to which no water is added, directly or
indirectly.

(2) Each of packing media (1) (il1) t3
(x) inclusive, is prepared with a liquid
ingredient and a saccharine mredient.
Water is the liquid ingredient from
which packing media (1) tili) to (vi, In-
clusive, are prepared, and pear juice is
the liquid ingredient from which packling
media (1) (vii) to (x), inclusive, are pre-
pared. The saccharine ingredient from
which packing media (1) (li) to tx* in-
clusive, are prepared is one of the fol-
lowing: Sugar; any combinat!on of
sugar and dextrose In which the weight
of the solids of the dextrose used Is not
more than one-half the weight of the
solids of the sugar used; any combina-
tion of sugar and corn sirup or glucos3
sirup in which the weight of the solids
of the corn sirup or glucose sirup uscd
is not more than one-third the weight
of the solids of the sugar used; or any
combination of sugar, dextrose, and
corn sirup or glucose sirup In which
twice the weight of the colids of the
dextrose used added to three times the
weight of the coids of the corn sirup
or glucose sirup used Is not more than
the weight of the solids of the sugar
used; except that packing media (1)
(vii) to (x) Inclusive, are not prepared
with any invert sugar sirup or with any
corn sirup other than dried corn sirup or
with any glucose sirup other than dried
glucose sirup. A pachlng medium pre-
pared with pear juice and any Invert
sugar sirup or corn sirup other than
dried corn sirup or glucose s1rup othcr
than dried glucose sirup is conidered
to be prepared with water as the liquid
ingredient.

(3) The respective densities of pack-
ing media (1) (i11) to Lx), inclusIve, as
measured on the Brix hydrometer 15
days or more after the pears are canned,
are within the range prezerlbed for each
in the following list:
Number of pack-

ing medium: Brfx mcassurcmct
(1) (ill) and (vi).. Le-= thnn 140
(1) (Iv) and (viU)_ 14' or more but Ic-

than 180
(1) (v) and (ix)__ 18' or more but lc:3

than 220
(1) (vl) and (x) 22 ° or more but not

more than 331

(d) For the purpos= of this section:
(1) The term "sugar" means refnc-l

sucrose or invert sugar sirup. The
term "Invert sugar sirup" means an
aqueous solution of inverted or partly
Inverted, refined or partly refined sucrose
the solids of which contain not more
than 0.3 percent by weight of ash, and
which is colorless, odorless, and flavor-
lezs e::cept for sweetness.

(2) The term "dextrose" means the
hydrated or anhydrous, refined monosac-
charide obtained from hydrolized starch.

(3) The term "corn sirup" means an
aqueous solution obtained by the incom-
plete hydrolysis of cornstarch, and in-
eludes dried corn sirup; the solids of
corn sirup and of dried corn sirup con-
tain not less than 58 percent by weight of
rcducing sugars.

(4) The term "glucoze sirup" means
a clarified, concentrated, aqueous solu-
tion of the products obtained by the in-
complete hydrolysis of any edible starch.
'The solids of glucose sirup contain not
less than 40 percent by weight of re-
ducing sugar calculated as anhydrous
dextroze. "Dried glucose sirup" means
the product obtained by drying "glucose
sirup.".

(e) The label shall bear the name of
the optional pear ingredient used, as
specified in paragraph (b) of this saction,
and the name whereby the optional
packing medium used is designated in
paragraph (o) of this section, preceded
by "In" or "Packed in." When any op-
tional ingredient permitted by one of the
following specified subparagraphs of
parag-raph oa of this section is used,
the label sh,l bear the words set forth
below after the numbr of such subpara-
graph:

(1) "SpIced" or "Spice Added" or
"With Added Spice," or, in lieu of the
word "Spice," the common name of the
spice;

(2) "Flavoring Added" or "W x t h
Added Flavoring," or, in lieu of the word
"Flavoring," the common name of the
flavoring;

(3) "Se aoned with Vinegar" or "Sa-
soned with ____ Vinegar," the blank
being filled In with the word showm
the kind of vinegar used.

When two or all of the optional ingredi-
ent smpecificd in paragraph (a) (1) (2)
and (3) of this section are used, such
words may be combined, as fo example,
"Seasoned with Cider Vinegar, Cloves,
and Cinnamon Oil"

(f Wherever the name "'pears" ap-
pers on the label so compicuously s to
be easily seen under the customary con-
ditlons of purchase, the words specified
in this section, showing the optional in-
gredients used, shall immediately and
conspicuously precede or follo, such
name without intervening written,
printed, or graphic matter, except that
the specific varietal name of the pears
may so intervene.

§ 27.21 Canned pears; quality; label
statement of substandard quality. (a)
The standard of quality for canned pears
is as follows:
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(1) All units tested in accordance with
the method prescribed in paragraph (b)
of this section are pierced by a weight of
not more than 300 grams;

(2) In the cases of halves and quar-
ters, the weight of each unit is not less
than 3 ounce and -30 ounce, respec-
tively,

(3) In the cases of whole pears,
halves, and quarters, the weight of the
largest unit in the container is not more
than twice the weight of the smallest
unit therein;

(4) Except in the case of unpeeled
pears, there is present in the finished
canned pears not more than 1 square
inch of peel per each 1 pound of net
contents;

(5) Not more than 20 percent of the
units in the container are blemished
with scab, hail injury, discoloration, or
other abnormalities;

(6) In the cases of whole pears,
halves, and quarters, all units are un-
trimmed, or are so trimmed as to pre-
serve normal shape; and

(7) Except in the case of mixed pieces
of- irregular sizes and shapes, not more
than 10 percent of the units in a con-
tainer of 10 or more units, and not more
than 1 unit in a container of less than
10 units, is crushed or broken. (A unit
which has lost its normal shape because
of ripeness and which bears no mark of
crushing shall not be considered to be
crushed or broken.)

(b) Canned pears shall be tested by
the following method to determine
whether or not they meet the require-
ments of paragraph (a) (1) of this
section: So trin a test piece from the
unit as to fit, with peel surface up, into a
supporting receptacle. If the unit is of
different firmness in different parts of
its peel surface, trin the piece from'the
firmest part. If the piece is unpeeled re-
move the peel. The tOp of the receptacle
is circular in shape of 1Y inches inside
diameter, with vertical sides; or rectan-
gular in shape, % inch by 1 inch inside
measurements, with ends vertical and
sides sloping downward and joining at
the center at a vertical depth of 3/ inch.
Use the circular receptacle for testing
units of such size that a test piece can
be trimmed therefrom to fit it. Use the
rectangular receptacle for testing other
units. Test no unit from, which a test
piece with rectangular peel surface at
least 1/2 inch by 1 inch cannot be
trimmed. Test the piece by means of a
round metal rod %2 inch in diameter.
To the upper end of the rod is affixed a
device to which weight can be added.
The rod is held vertically by a support
through which it can freely move upward
or downward. The lower end of the rod
Is a plane surface to which the vertical
axis of the rod is perpendicular. Adjust
the combined weight of the rod and de-
vice to 100 grams. Set the receptacle so
that the surface of the test piece is held
horizontally. Lower the end of the rod
to the approximate center of such sur-
face, and add weight to the device at.a
uniform, continuous rate of 12 grams per
second until the rod pierces the test
piece. Weigh the rod and weighted de-
vice. Test all units in containers of 50
units or less, except those units too small

for testing or too soft for trimming.
Test at least 50 units, taken at random,
in containers of more than 50 units; but
if less than 50 units are of sufficient size
and firmness for testing, test those which
are of suificient size and firmness.

(c) If the quality of canned pears
falls below the standard prescribed in
paragraph (a) of this section, the label
shall bear the general statement of sub-
standard quality specified in § 10.2 (a) of
this chapter in the manner and form
therein specified; but in lieu of such gen-
eral statement of substandard quality,
the label may bear the alternative state-
ment "Below Standard in Quality ___"
the blank to be filled in with the words
specified after the corresponding number
of each subparagraph of paragraph (a)
of this section which such canned, pears
fail to meet, as follows: (1) "Not Ten-
der"' (2) "Small Halves" or "Small
Quarters," as the case may be; (3)
"Mixed Sizes"* (4) "Not Well Peeled",
(5) "Blemished"* (6) "Uneven 1 y
Trimmed"'- (7) "Partly Crushed or
Broken." Such alternative statement

- shall immediately and conspicuously
precede or follow, without intervemng
written, printed, or graphic matter, the
name "Pears" and.any words and state-
ments required or authorized to appear
with such names by § 27.20 (b)

§ 27.22 Canned pears; fill of con-
tamer" label statement of substandard
Jill. (a) The standard of fill of con-
tamer for canned pears is the maxi-
mum quantity of the optional pear in-
gredient which can be sealed in the
container and processed by heat to pre-
vent spoilage, without crushing or
breaking such ingredient.

(b) If canned pears fall below the
standard of fill of container prescribed
in paragraph (a) of this section, the
label shall bear the general statement
of substandard fill specified in § 10.2 (b)
of this chapter, in the manner and form
therein specified.

§ 27.23 Canned pears with rum,
identity; label statement of optional in-
gredients. Canned pears with rum con-
forms to the definition and standard of
identity, and is subject to the require-
ments for label statement of optional in-
gredients, prescribed for canned pears
by § 27.20, except that it contains added
rum in such amount that its alcohol con-
tent is more than 3 percent but less than
5 percent by weight.

§ 27.30 -Canned cherries; identity'
label statement of optional ingredients.
(a) Canned cherries is the food prepared
from one of the optional cherry ingredi-
ents specified'in paragraph (b) of this
section and one of the optional packing
media specified in paragraph (c) of this
section. Such food may be seasoned with
one or more of the following optional
ingredients:

(1) Spice;
(2) lavoring, other than artificial

flavoring;
(3) A vinegar.

Such food is sealed in a container and so
processed by heat as to prevent spoilage.

(b) The optional cherry ingredients
referred to in paragraph (a) of this see-

tion are prepared from mature cherries
of the red sour, light sweet, or dark sweet
varietal group. Pitted cherries of each
such group and unpitted cherries of each
such group are an optional cherry In-
gredient. For the purposes of paragraph
(e) of this section, the names of such op-
tional cherry Ingredients are the words
"Red Sour" or "Red Tart," "Light Sweet"
or "Dark Sweet," as the case may be,
preceded or followed by the word
"Pitted" in case such Ingredients are
pitted.

(c) (1) The optional packing media
referred to in paragraph (a) of this
section are:

(I) Water.
(ii) Cherry juice.
(iii) Slightly sweetened water.
(Iv) Light sirup.
(v) Heavy sirup.
(vi) Extra heavy sirup.
(vii) Slightly sweetened cherry juice.
(viii) Light cherry juice sirup;
(ix) Heavy cherry juice sirup.
(x) Extra heavy cherry juice sirup,

As used In this subparagraph the term
"water" means, In addition to water, any
mixture of water and cherry juice; and
the term "cherry juice" means the fresh
or canned expressed juice of mature
cherries, of any varietal group specified
in paragraph (b) of this section, to which
no water is added directly, or Indirectly.

(2) Each of packing media (1) (iii) to
(x) inclusive, Is prepared with a liquid
ingredient and a saccharine ingredient.
Water Is the liquid Ingredient from
which packing media (1) (iii) to (vi), in-
clusive, are prepared, and cherry juice Is
the liquid ingredient from which packing
media (1) (vii) to (x) inclusive, are pre-
pared. The saccharine ingredient from
which packing media (1) (1i) to (x), in-
clusive, are prepared is one of the follow-
ing: Sugar' any combination of sugar
and dextrose in which the weight of the
solids of the dextrose used Is not more
than one-half the weight of the solids
of the sugar used; any combination of
sugar and corn sirup or glucose sirup In
which the weight of the solids of the
corn sirup or glucose sirup used is not
more than one-third the weight of the
solids of the sugar used; or any combina-
tion of sugar, dextrose, and corn sirup
or glucose sirup In which twice the
weight of the solids of the dextrose used
added to three imes the weight of the
solids of the corn sirup or glucose sirup
uSed is not more than the weight of the
solids .of the sugar used; except that
packing media (1) vli) to (x), Inclusive,
are not prepared with any invert sugar
sirup or with any corn sirup other than
dried corn sirup or with any glucose
sirup other than dried glucose sirup, A
packing medium prepared with cherry
juice and any Invert sugar sirup or corn
sirup other than dried corn sirup or
glucose sirup other than dried glucose
sirup Is considered to be prepared with
water as the liquid Ingredient.

(3) The respective densities of pack-
ing media (1) (i1) to (x), Inclusive, as
measured on the Brix hydrometer 15
days or more after the cherries are
canned, are within the range prescribed
for each in the following list:



Tuesday, December 20, 1955

Number of packing
medium:

In case of sweet
cherries: Brix ineasurnecnt

(1) (ill) and (vii)_- Less than 16'
(1) (iv) and (viii) - 16 or more but le-s

than 200
(1) (v) and (ix)__ 20' or more but le

than 250
(1) (vi) and (x)__ 25' or more but not

more than 350
In case of red sour

cherries:
(1) (iii) and (vii)_- Les than 180
(1) (iv) and (vii)- ,.181 or more but less

than 221
(1) (v) and (ix)__ 22' or more but lezs

than 230
(1) (vi) and (x)-_ 28' or maore but not

more than i5'

(d) For the purposes of this section:
(1) The term "sugar" means refined

sucrose or invert sugar sirup. The term
"invert sugar sirup" means an aqueous
solution of inverted or partly inverted,
refined or partly refined sucrose, the
solids of winch contain not more than 0.3
percent by weight of ash, and which is
colorless, odorless, and flavorless except
for sweetness.

(2) The term "dextrose" means the
hydrated or anhydrous, refined mono-
sacchande obtained from hydrolized
starch.

(3) The term "corn sirup" means an
aqueous solution obtained by the incom-
plete hydrolysis of cornstarch, and in-
cludes dried corn sirup; the solids of corn
sirup and of dried corn sirup contain not
less than 58 percent by weight of reduc-
Mg sugars.

(4) The term "glucose sirup" means a
clarified, concentrated, aqueous solution
of the products obtained by the incom-
plete hydrolysis of any edible starch.
The solids of glucose sirup contain not
less than 40 percent by weight of reduc-
ing sugars calculated as anhydrous dex-
trose. "Dried glucose sirup" means the
product obtained by drying "glucose
sirup."

(e) The label- shall bear the name of
the optional cherry ingredient used, as
specified in paragraph (b) of this sec-
tion, and the name whereby the optional
packing medium used is designated in
paragraph (c) of this section, preceded
by "In" or "Packed in." When any op-
tional ingredient permitted by one of
the following specified subparagraphs of
paragraph (a) of this section is used,
the label shall .bear the words set forth
below after the number of such subpara-
graph:

(1) "Spiced" or "Spice Added" or
"With Added Spice," or, in lieu of the
word "Spice," the common name of the
spice;

(2) "'lavorng Added" or "With
Added Flavoring," or, in lieu of the word
"Flavoring" the common name of the
flavoring;

(3) "Seasoned with Vinegar" or "Sea-
soned with ------------ Vinegar," the
blank being filled in with the word show-
mg the kand of vinegar used.

When two or all of the optional an in-
gredients specified in paragraph (a) (1)
X2), and (3) of this section are used,
such words may be combined, as for ex-
ample, "Seasoned with Cider Vinegar,
Cloves, and Cinnamon Oil."
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(f) Wherever the name "cherries" an-
pears on the label so compicuou ly as to
be easily seen under the cu!tomary con-
ditions of purchase, the rords -pecifed
in this section showing the optiona.l in-
gredients used, shall imraindat-cly and
conspicuously precede or follow such
name without Intervenin- written,
printed, or graphic matter e::cept that
the specific varietal name of the cherries
may so intervene.

§ 27.31 Canned chcmr.s: ojt:vay;
label statement of -vb:tand2;d rfalify.
(a) The standard of quality for canned
cherries is as follows:

(1) In the ca!se cf pitt-d cherries, not
more than 1 pit is present in each 20
ounces of canned cherries, as dctermined
by the method prescrl'oed in r.arangraph
tb) (1) of this s ction;

(20 In the case of unpitted cherries.
the weight of each cherry In the con-
tainer is not less than 7i, ounce;

(3) In the care of unpitted cherries,
the weight of the largest cherry In the
container is not more than twice the
weight of the smallest cherry therein;

(4) In the case of unpittcd cherries,
the total weight of pits is not more than
12 percent of the weight of drained
cherries, as determined by the method
prescribed in paragraph (b) 42) of this
section; and

(5) Not more than 15 percent by count
of the cherries in the container are blem-
ished with scab, hall injury. dicolora-
tion, sear tissue, or other, abnormality.
A unit showing skin dizeloration having
an aggregate area not exceeding that of
a circle -i( inch in diameter and not ex-
tending into the fruit tizsue shall not be
considered as blemished.
(b) (1) Pitted canned cherries shall

be tested by the following method to de-
termine whether or not they comply with
the requirements of paragraph (ao o1
of this section: Take at random such
number of containers as to have a total
quantity of contents of at least 24 pounds.
Open the containers and weigh the con-
tents. Count the pits and pleces of pit
shell In such total quantity. Count a
piece of pit shell equal to or cmaller than
one-half pit shell as one-half pit, and a
piece of pit shell larger than one-half pit
shell as one pit; but when two or more
pieces of pit shell are within or attached
to a single cherry, count such pieces as
one-half pit If their combined size I
equivalent to that of one-half pit shell or
less, and as one pit if their combined fize
is eqivalent to that of more than one-
half pit shell. From the total number of
pits so counted and the comblaed welht
of the contents of all the containers,
calculate the number of pits prezent in
each 20 ounces of canned cherries.

(2) Unpltted canned cherries shall Le
tested by the following method to de-
termine whether or not they comply with
the requirements of paragraph fa) (4)
of this section: Tilt the opened container
so as to distribute the contents over the
meshes of a circular sieve which has pre-
viously been weighed. The diameter of
the sieve is 8 inches If the quantity of the
contents of the container is lcss than
3 pounds, or 12 inches f such quantity
is 3 pounds or more. The bottom of the
sieve is No. 8 woven-wire cloth which

complies with the specifications for such
cloth ct forth on pa-e 3 of "Standard
Speciflcatlon. for Sieves " published Oc-
tober 25, 133, by United States Depart-
ment of Commerce, I'ational Bureau of
Standards. Without shifting the cher-
ries, so incline the sieve as to facilitate
drainage. Two minutes from the time
dranage beins, weight the sieve and
drained cherries. The weight so found,
les the weight of the sieve, shall be con-
sidered to be the weight of drained
cherries. Pit the chernes and -wash the
pits fre2 from adherng flesh. Dramn and
weigh the pits by the method prescnbed
above. Divide the wezght of pits so found
by the weirht of drained cherries, and
multiply by 100.

(c) If the quality of canned cherries
falls be2low the standard presen2ed in
paragraph (a) of this section, the label
shall Lear the general statement of sub-
.ztandnrd quality specified in - 10.2 (a) of
this chapter, In the manner and form
therei specified; but in lieu of such
general statement of substandard qual-
ity, the label may bear the alternative
statemnt "'Below Standard in Quality

.... :' the blani: to be filled in with
the words specified after the corre-
spending number of each subparagraph
of paragraph (a) of this section which
such canned cherries fail to meet, as fol-
lows: (1) "Partially Pitted"'- (2)
"Small"' (3) "Mixed Sizes"-' (4) "Thin
Fleshed"- (5) "Blenised." Such alter-
native statement shall immediately and
conspicuously precede or follow, without
intervnig v,titten, printed, or graphic
matter, the name "Cheries" and any
words and statements required or au-
thorized to appear with such nane by
t 27.30 0b)

§ 27.32 Canned cherres; J-77 of con-
tainer, label tatement of saubstandard
fill. (a) The standard of fill of container
for canned cherries is the maximum
quantity of the optional cherry ingredi-
ent which can be sealed in the container
and proce=ed by heat to prevent spoil-
age, without crushing such ingredient.

(b If canned cherries fall below the
standard of fill of container prescribed
In parnagraph (a) of this section, the label
shall bear the general statement of sub-
standard fill specfle'd in § 10.2 (b) of this
chapter, in the manner and form there-
in specified.

§ 27.33 Canned cherres with rum;
ide tity; label atatement of optional zn-
gredents. Canned cherries with rum
conforms to the definition and standara
of identity, and is subject to the require-
ments for label statement of optional in-
gredients, prescribed for canned cherries
by § 27.30, except that It contains added
rum In such amount that its alcohol con-
tent is more than 3 percent but less than
5 percent by weight.

§ 27.40 Canned fndt cocT.taff, canned
cocl:tai' fruffs, canned fruits for cock-
tail; fdcntity; label statement of optional
ingredients. (a) Canned fruit cocL-tal,
canned cocLtail fruits, canned fruits for
cocktail, Is the food prepared from the
mixture of fruit ingredients prescribed
In parafxaph (b) of this section, in the
forms and proportions therein pre-
scribcd, and one af the optional pz!21ng
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media specified in paragraph (c) of this
section. It is sealed in a container
and is so processed by heat as to prevent
spoilage.

(b) The fruit ingredients referred to
in paragraph (a) of this section, the
forms of each, and the percent by weight
of each in the mixture of drained fruit
from the finished canned fruit cocktail
are as follows:

(1) Peaches of any yellow variety,
-which are pitted, peeled, and diced, not
less than 30 percent and not more than
50 percent;

(2) Pears of any variety, which are
peeled, cored, and diced, not less than 25
percent and not more than 45 percent;

(3) Whole grapes of any seedless vari-
ety, not less than 6 percent and not
more than 20 percent;

(4) Pineapples of any variety, which
are peeled, cored, and cut into sectors or
into dice, not less than 6 percent and
not more than 16 percent; and

(5) One of the following optional
cherry ingredients, each of which is
stemmed, pitted, and cut into approxi-
mate halves, not less than 2 percent and
not more than 6 percent;

(I) Cherries of an light, sweet
variety,

(ii) Cherries artificially colored red;
or

(iii) Cherries artificially colored red
and artificially flavored.
Each such fruit ingredient is prepared
from mature fruit whidh is fresh or
canned. Notwithstanding the preceding
provisions of this paragraph, each 4Y
ounces avoirdupois of the finished
canned fruit cocktail and each fraction
thereof greater than 2 ounces avoirdu-
pois contain not less than 2 sectors or
3 dice of pineapple and not less than 1
approximate half of the optional cherry
ingredient.

(c) (1) The optional packing media
referred to in paragraph (a) of this sec-
tion are as follows:

(i) Water.
(ii) Fruit juice.
(ii) LighJ sirup.
(iv) Heavy sirup.
(v) Extra heavy sirup.
(vi) Light fruit juice sirup.
(vii) Heavy fruit juice sirup.
(viii) Extra heavy fruit juice sirup.
(2) Each of packing media (1) (iii)

(iv) and (v) is prepared with water as
its liquid ingredient, and each of pack-
ing media (1) (vi) (vii) and (viii) is
prepared with fruit juice as its liquid
ingredient. Except as provided in para-
graph (d) (6) of this section, each of
packing media (1) (i) to (viii) inclu-
sive, is prepared with any one of the
following saccharine ingredients: Sugar;
any combination of sugar and dextrose
In which the weight of the solids of the
dextrose used is not more than one-half
the weight of the solids of the sugar
used; any combination of sugar and
corn sirup or glucose sirup in which the
weight of the solids of the corn sirup or,,
glucose sirup used is not more than one-
third the weight of the solids of the
sugar used; or any combination of sugar,
dextrose, and corn sirup or glucose sirup
in which the weight of the solids of the
dextrose used multiplied by two, added

to the weight of the solids of the corn in the preparation of which there Is used
sirup or the glucose sirup used multiplied the liquid drained from any fruit In-
by three, is not more than the weight gredient previously canned In a pecking
of the solids of the sugar used. The re- medium consisting wholly of the liquid
spective densities of packing media (1) and saccharine ingredients of a light
(iii) to (viii) inclusive, as measured on sirup, heavy sirup, or extra heavy sirup.
the Brix hydrometer 15 days or more (8) Except as provided In subpara-
after the fruit cocktail is canned are graph (6) of this paragraph, the term
within the range prescribed for each in "light fruit juice sirup," "heavy fruit
the following list: juice sirup," or "extra heavy fruit juice
Number of packing sirup" includes a sirup which conforms

medium: Brx measurement in all other respects to the provisions of
(1) (Ii1) and (vi).. 140 or more but less this section, in the preparation of which

than 18°  there is used the liquid drained from any
(1) (iv) and (vii)-. 180 or more but less fruit ingredients previously canned in N

than 22°  packing medium consisting wholly of the
(1) (v) and (viii)__ 220 or more but not liquid and saccharine Ingredients of

more than 35°  light fruit juice sirup, heavy fruit Juice
(d) For the purposes of this section: sirup, or extra heavy fruit juice sirup.
(1) The term "water" means, in ad- (e) (1) The optional Ingredients spec-

dition to water, both the liquid drained ified In paragraphs (b) (5) (iI) and (Ill)
from any fruit ingredient previously and (c) (1) to (8) of this section, Inclu-
canned n water as its sole packing me- sive, are hereby designated as optional
dium and any mixture of water and ingredients which, when used, shall be
fruit juice, including the liquid drained named on the label by the name whereby
from any fruit ingredient previously each is so specified.
canned in such mixture, (2) Such names shall Immediately

(2) The term "fruit juice" means the and conspicuously, without Intervening
fresh or canned, expressed juice or juices written, printed, or graphic matter, pro-
of one or more of the mature fruits cede or follow the name "fruit cocktail,"
named in paragraph (b) of this section "cocktail fruits," or "fruits for cocktail"
including the liquid drained from any wherever it appears on the label so con-
fruit ingredient previously canned In spicuously as to be easily seen under
such juice or juices as its sole packing customary conditions of purchase.
medium, to which no water has been § 27.41 Canned fruit cocktail, canned
added, directly or indirectly. Fruit juice cocktail fruits, canned fruits for cock-
may be strained or filtered, tail; quality; label statement of sub-

(3) The term "sugar" means refined standard quality. (a) The standard of
sucrose or invert sugar sirup. The term quality for canned fruit cocktail Is as
"invert sugar sirup" means an aqueous follows:
sirup of inverted or partly inverted, re- (1) Not more than 20 percent by
fined or partly refined sucrose, the sol- weight of the units in the contaher of
ids of which contain not more than 0.3percent by weight of ash and wich js peach or pear, or of pineapple if the units

thereof are diced, are more than -/ Inchcolorless, odorless and flavorless except In greatest edge dimension, or pass
for sweetness.

(4) The term "dextrose" means the through the meshes of a sieve designated
hydrated or anhydrous, refined mono- as 5Ao inch in Table I of "Standard Spec-saccharide obtained from hydrolyzed ifiqations for Sieves," published March
starch. 1, 1940, in L. C. 584 of the National 13u-

starch. (reau of Standards, United States Depart-(5) Ci) The term "corn siruP" means ment of Commerce. If the units of pine-
an aqueous solution obtained by the in- ae ar Cnmterm of sects ot moe
complete hydrolysis of corn starch and apple are In the form of sectors, not more

incude dred ornsirp; heslid ofthan 20 percent of such sectors In the
includes dried corn sirup; the solids of container fail to conform to the following
corn srup and dred corn sirup contain dimensions: The length of the outside arc
not less than 58 percent by weight of re- is not more than 3/ Inch but Is more thanducing sugars. %ic;tetikesi o oeta

(ii) The term "glucose sirup" means a % inch; the thickness Is not more than
clarified, concentrated, aqueous solution e inch but Is more than ra inch; the
of the products obtained by the incom- length (measured along the radius from
plete hydrolysis of any edible starch, the inside arc to the outside arc) Is not
The solids of glucose sirup contain not more than 11 inches but Is more than
less than 40 percent by weight of re- 3 inch.lesin suthan s 40apcuent by weigh o s (2) Not more than 10 percent of theducing sugars calcuiated as anhydrous grapes In a container containing 10
dextrose. "Dried glucose sirup" means
the product obtained by drying "glucose grapes or more, and not more than 1
sirup." grape In a container containing less than(6) When the optional packing me 10 grapes, is cracked to the extent of

(6) When thaed oional pi g muean- being severed into two parts or Is crushed
dium is prepared with fruit juice and t h xetta hi omlsaeI
invert sugar sirup or corn sirup other to the extent that their normal shape Is
than dried corn sirup, or glucose sirup destroyed.
other than dried glucose sirup, it shall (3) Not more than 10 percent of the
be considered to be light si'up, heavy grapes in a container containing 10
sirup, or an extra heavy sirup, as the grapes or more, and not more than 1
case may be, and not a light fruit juice grape in a container containing les
sirup, heavy fruit juice sirup, or an extra than 10 grapes, has the cap stem at-
heavy fruit juice sirup. tached.

(7) The term "light sirup," "heavy (4) There Is present In the finished
sirup," or "extra heavy sirup" includes a canned fruit cocktail not more than 1
sirup which conforms in all other re- square Inch of pear peel per each 1
spects to the provisions of this section, pound of drained weight of units of pear
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plus the weight of a proportion of the
packing medium winch is the same pro-
portion as the drained weight of the
units of pear bears to the drained weight
of the entire contents of the can. Such
drained weights shall be determined by
the method prescribed in § 27.42.

(5) There is present in the finished
canned fruit cocktail not more than 1
square inch of peach peel per each 1
pound of drained weight of units of
peach plus the weight of a proportion of
the packing medium wnch is the same
proportion as the drained weight of units
of peach bears to the drained weight of
the entire contents of the can. Such
drained weights shall be determined by
the method prescribed in § 27.42.

(6) Not more than 15 percent of the
units of cherry ingredient, and not more
than 20 percent of the units of peach,
pear, or grape, m the container is blem-
ished with scab, hail injury, scar tissue,
or other abnormality.

(7) If the cherry ingredient is artifi-
cially colored, the color of not more than
15 percent of the units thereof in a con-
tamer containing more than six units,
and of not more than one unit in a
container containing six units or less, is
other than evenly distributed in the unit
or other than uniform with the color
of the other units of the cherry in-
gredient.

(b) If the quality of canned fruit cock-
tail falls below the standard prescribed
in paragraph (a) of this section, the
label shall bear the general statement of
substandard quality specified in § 10.2
(a) of -this chapter, in the manner and
form therein specified.

§ 27.42 Canned fruit cocktail, canned
cocktail fruits, canned fruits for cock-
tail; fill of container- label statement of
substandard fill. (a) The standard of fill
of container for canned fruit cocktail is
a fill such that the total weight of drained
fruit is not less than 65 percent of the
water capacity of the container, as de-
termined by the general method for
water capacity of containers presciibed
in § 10.1 (a) of'this chapter. Such total
weight of drained fruit is determined by
the following method: Tilt the opened
container s.o as to distribute the contents
evenly over the meshes of a circular sieve
winch has been previously weighed. The
diameter of the sieve is 8 inches if the
quantity of contents of the container is
less than 3 pounds, and 12 inches if such
quantity is 3 pounds or more. The bot-
tom of the sieve is woven-wire cloth
winch. complies with the specifications
for such cloth set forth under "2380
Micron (No. 8)" in Table I of "Standard
Specifications for Sieves," published
March 1, 1940, in L. C. 584 of the United
States Department of Commerce, Na-
tional Bureau of Standards. Without
shifting the material on the sieve so in-
cline the sieve as to facilitate drainage.
Two minutes from the time drainage be-
gins, weigh the sieve and drained fruit.
The weight so found, less the weight of
the sieve, shall be considered to be the
total weight of drained fruit.

(b) If canned fruit cocktail falls below
the standard of fill of container pre-
scribed in paragraph (a) of this section,
the label shall bear the general state-
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ment of substandard fill specified in
§ 10.2 (b) of this chapter, in the manner
and form therein prescribed.

PART 29--Faiu Buzres, Fnurr JE:LLS,
FPuIT PRsERv__, Arm RELATED PROD-
ucTs; DEFnnTiOms Aim STAMAnMS O'
IDENTnTy

Sec.
29.1 Fruit butter; Identity; label ctatement

of optional ingredients-
29.2 Fruit Jelly; Identity; label ctatement of

optional Ingredients.
29.3 Preserves, Jams; identity; label state-

ment of optional ingrcdlonts.

Auruon-rL: § § 29.1 to 29.3 Iucd under cea.
701, 52 Stat. 1055; 21 U. S. 0. 371. Interpret
or apply Eec. 401, 52 Stat. 1040, 638 Stat. 5;
21 U. S. C. 341.

§ 29.1 Fruit butter; identity; label
statement of optional ingredicnL (a)
The fruit butters for which definitions
and standards of Identity are prescribed
by this section are the smooth, semlsolld
foods each of which is made from a miL-
ture composed of not less than five parts
by weight (as determined by the method
prescribed in paragraph (b) (1) of this
section) of one or any combination of
two, three, four, or five of the optional
fruit ingredients specified in paragraph
(c) of this section to each two parts by
weight (see paragraph (e) (1) of this
section) of one of the optional saccha-
rine ingredients specified in paragraph
(d) of this section, except that the use
of such saccharine ingredient is not re-
quired when optional Ingrcdient 45) is
used. Such mixture may be seaconed
with one or more of the following op-
tional ingredients:

(1) Spice.
- (2) Flavoring (other than artificial
flavoring).

(3) Salt.
(4) A vinegar, lemon Juice, lime Juice,

citric acid, lactic acid, malle acid, tar-
taric acid, or any combination of two or
more of these.
Such mixture may also contain the
optional ingredient:

(5) Fruit Juice or diluted fruit juice
or concentrated fruit juice, in a quan-
tity not less than one-half the weight
of the optional fruit ingredient.
Such mixture is concentrated by heat to
such point that the soluble-zolids con-
tent of the finished fruit butter Is not
less than 43 percent, as determined by
the method prescribed in "Ofcial Meth-
ods of Analysis of the Association of
Official Agricultural Chemists," Seventh
Edition, page 322 [Ed. note, 8th edition,
1955, p. 344, sec. 20.153, under "Soluble
Solids in Fresh and Canned Fruits, Jams,
Marmalades, and Preserves-First Ac-
tion," except that no correction Is made
for water-insoluble solids.

(b) (1) Any requirement of this sec-
tion with respect to the weight of any
optional fruit ingredient, whether con-
centrated, unconcentrated, or diluted,
means the weight determined by the
following method:

Determine the percent of soluble sol-
ids in the optional fruit ingredient by
the method prescribed for determining
soluble solids In paragraph (a) of this
section; multiply the percent so found
by the weight of such ingredient; divide
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the rezult by 100; subtract from the quo-
tient the weight of any added sugar or
any other added solids; and multiply the
remainder by the factor for such ingre-
dient prescribed in paragraph (c) of this
section. The result is the weight of the
optional fruit Ingredient.

(2) For the purposes of this section,
the weight of fruit Juice or diluted fruit
Juice or concentrated fruit juice (op-
tional ingredient (a) (5)) from a fruit
specified n paragraph (c) of this section
Is the weight of such juice, as determined
by the method prescribed in paragraph
(b) (1) of this section, except that the
percent of soluble solids is determined
by the method prescribed in "Official
D.ethods of Analysis of the Association of
Ofilcial Agricultural Chemists," Seventh
Edition, page 495, [Ed. note, 8th edition,
1955, p. 534, sec. 29.11], under "Solids by
Means of Refractometer-Officialr- the
weight of diluted or concentrated jmce
from any other fruit is the original
weight of the juice before It was diluted
or concentrated.
(c) Each of the optional fruit Ingre-

dient3 referred to in paragraph (a) of
this s:!cton is prepared by coolmng one
of the following fresh, frozen, canned,
and/or dried (evaporated) mature fruits,
with or without added water, and screen-
Ing out skdn, seeds, pits, and cores:
Factor rcfcrrcd to argrapl. (b) (1) of

llama of fruit:
Apple...........-7.5
Apricat '7.0

rlo ...... ........ 7.0
Peach 8.5
Pear 6.5
Plum (other than prune).____ 7.0
Prune.......7.0
QuInce 7.5

In any combination of two, three, four,
or five fruit ingredients, the weight of
each is not less than one-fifth of the
weight of the combination.

(d) The optional saccharine ingre-
dlents referred to in.paragraph (a) of
this section are:

(1) Sugar.
(2) Invert sugar sirup.
(3) Brown sugar.
(4) Invert brown sugar sirup.
(5) Honey.
(6) Any combination of two or more

of optional saccharine ingredients (1),
(2) (3), and (4).
(7) Any combination of dextrose and

optional saccharine ingredient (1) (2),
(3), (4) or (6)

(8) Any combination composed of corn
sirup, ,dried corn sirup, glucose sirup,
dried glucose sirup, or any two or more
of the foregoing, with optional sac-
chaine ingredient (1) (2) (3), (4)
(6) or (7), In which the weight of the
solids of corn lirup, dried corn sirup,
glucoze sirup, dried glucose sirup1, or the
sum of the weights of the solids of corn
sirup, dried corn sirup, glucose sirup,
and dried glucose sirup, in case two or
more of these are used, does not exceed
one-fourth of the total weight of the
solids of the combined saccharine in-
gredients.

(9) Any combination of honey and
optional saccharine ingredient (1), (2).
(3) (4), (6),or (7),inwhichthereight
of the solids of each component except
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honey Is not less than one-tenth of the
weight of the solids of such combination,
and the weight of honey solids is not less
than two-fifths of the weight of the solids
of such combination.

(e) For the purposes of this section:
(1) The weight of any optional sac-

charine ingredient means the weight of
the solids of such ingredient.

(2) The term "sugar" means refined
sugar (sucrose)

(3) The term "invert sugar sirup"
means a sirup made by inverting or
partly inverting sugar or partly refined
sugar* its ash content is not more than
0.3 percent of its solids content, but if it
is made from partly refined sugar, color
and flavor other than sweetness are
removed.

(4) The term "invert brown sugar
sirup" means , sirup made by inverting
or partly inverting brown sugar.

(5) The term "corn sirup" means a
clarified, concentrated aqueous solution
of the products obtained by the incom-
plete hydrolysis of cornstarch. The sol-
ids of corn sirup contain not less than
40 percent by weight of reducing sugars
calculated as anhydrous dextrose.

(6) The term "glucose sirup" means
a clarified, concentrated, aqueous solu-
tion of the products obtained by the in-
complete hydrolysis of any edible starch.
The solids of glucose sirup contain not
less than 40 percent by weight of re-
ducing sugars calculated as anhydrous
dextrose. "Dried glucose sirup" means
the product obtained by drying "glucose
sirup."

(7) The term "dextrose" means re-
fined anhydrous or hydrated dextrose
made from any starch.

(f) The name of each fruit butter for
which a definition and standard of iden-
tity is prescribed by this section is as
follows:

(1) In case the fruit butter is made
from a single fruit ingredient, the name
is "Butter," preceded by the name
whereby such fruit is designated in par-
agraph (c) of this section.

(2) In case the fruit butter is made
from a combination of two, three, four,
or five fruit ingredients, the name is
"Butter," preceded by the words "Mixed
Fruit" or by the names whereby such
fruits are designated in paragraph (c) of
this section, in the order of predomi-
nance, if any, of the weight bf such
fruit ingredients in the combination.

(g) (1) When optional ingredient (a)
(1) of this section is used, the label shall
bear the word "spiced" or the statement
"spice added" or "with added spice"-
but in lieu of the word "spice" in such
statements the common name of the
spice may be used.

(2) When optional ingredient (a) (2)
of this section is used, the label shall
bear the statement "flavoring added" or
"with added flavoring." The word "fla-
voring" in such statements may be pre-
ceded by the common name of the kind
of flavoring used.

(3) When optional ingredient (a) (5)
of this section is used, the label shall
bear the words "prepared with --------
juice," the blank to be filled in with the
name of the fruit from which the juice
Is obtained; but if apple juice is used,

the word "cider" may be used m lieu of
"apple juice."

(4) When optional saccharine ingredi-
ent (d) (5) of this section is used, the
label shall bear the statement "prepared
-with honey."

(5) When optional saccharine ingredi-
ent (d) 9 is used, the label shall bear
the names of the components of the
combination whereby such components
are designated in paragraph (d) of this
section, in the order of predominance, if
any, of the weights of such components
in the combination. Such name shall be
preceded by the words "prepared with."

(6) When the optional fruit ingre-
dient is prepared in whole or in pat
from dried fruit, the label shall bear the
words "prepared from" or "prepared in
part from," as the case may be, followed
by the word "evaporated" or "dried,"
followed by the name whereby such fruit
is designated in paragraph (c) of this
section. When two or more such op-
tional fruit ingredients are used, such
names, each preceded by the word
"evaporated" or "dried," shall appear in
the order of predominance, if any, of the
weight of such ingredients in the com-
bination.

(7) When a combination of two, three,
four, or five optional fruit ingredients is
used, and the fruit butter is designated
on its label by the name "Mixed Fruit
Butter," the label shall bear the names
whereby the fruits from which such In-
gredients are prepared are designated in
paragraph (c) of this section, in the

-order of predominance, if any, of the
weights of such ingredients in the com-
bination.

(8) The label statements required by
subparagraplis (1) and (2) of this para-
graph may be combined, as for example,
"cinnamon oil and cloves added." The
label statements required by two or more
of subparagraphs (3) (4) (5) (6) and
(7) of this paragraph may be combined,
as for example, "prepared with cider,
apples, dried prunes, and honey."

(h) Wherever the name specified in
paragraph (f) of this section appears on
the label of the fruit butter so conspicu-
ously as to be easily seen under cus-
tomary conditions of purchase, the words
and statements specified in this section,
showing the optional ingredients used,
shall immediately and conspicuously
precede or follow such pame, without in-
tervening -written, printed, or graphic
matter, except that the varietal name
of the fruit used in preparing such fruit
butter may so intervene.

§ 29.2 Fruit 3efly; identity; label
statement of optional ingredients. (a)
The jellies for which definitions and
standards of identity are prescribed by
this section are the jelled foods each of
which is made from a mixture composed
of not less than 45 parts by weight (as
determined by the method prescribed in
paragraph (b) of this section) of one or
any combination of two, three, four, or
five of the fruit juice ingredients speci-
fied in paragraph () of this section to
each 55 parts by weight (see paragraph
(e) (1) of this section) of one of the op-
tional saccharine ingredients specified
in paragraph (d) of this section. Such
mixture may also contain one or more of
the following optional ingredients:

(1) Spice.
(2) A vinegar, lemon juice, lime juice,

citric acid, lactic acid, malic acid, tar-
taric acid, or any combination of two
or more of these, n a quantity which
reasonably compensates for deficiency, if
any, of the natural acidity of the fruit
Juice ingredient.

(3) Pectin, in a quantity which rea-
sonably compensates for deficiency, if
any, of the natural pectin content of the
fruit juice Ingredient,

(4) Sodium citrate, sodium potassium
tartrate, or any combination of these,
in a quantity the proportion of which is
not more than 3 ounces avoirdupois to
each 100 pounds of the 'saccharine In-
gredient used.

(5) Sodium benzoate or benzoic acid,
or any combination of these, n a quan-
tity reasonably necessary as a preserva-
tive.

(6) Mint flavoring and harmless arti-
ficlal green coloring, in case the fruit
juice ingredient or combination of fruit
juice ingredients is extracted from apple,
crabapple, pineapple, or two o all of
such fruits.
Such mixture Is concentrated by heat to
such point that the soluble-solids con-
tent of the finished jelly Is not less than
65 percent, as determined by the method
prescribed in "Official Methods of Analy-
sis of the Association of Official Agricul-
tural Chemists," Seventh Edition, page
495, [Ed. note, 8th edition, 1055, p. 534,
sec. 29.111, under "Solids by Means of
Refractometer-Official."

(b) Any requirement of this section
with respect to the weight of any fruit
juice Ingredient, whether concentrated,
unconcentrated, or diluted, means the
weight determined by the following
method: Determine the percent of solu-
ble solids in such fruit juice ingredient
-by the method for soluble solids referred
to In paragraph (a) of this section; mul-
tiply the percent so found by the weight
of such fruit juice ingredient, divide the
result by 100; subtract from the quotient
the weight of any added sugar or other
added solids; and multiply the remain-
der by the factor for such frult,juice In-
gredient prescribed In paragraph (o) of
this section. The result is the weight of
the fruit juice ingredient.

c) Each of the fruit juice ingredients
referred to In paragraph (a) of this
section Is the filtered or strained liquid
extracted with or without the application
of heat and with or without the addition
of water, from one of the following
mature, properly prepared fruits which
are fresh, frozen and/or canned,
Factor referred to in paragraph (b) of this

section
Name of fruit:

Apple -----------------------------
Apricot ------------.-------.......
Blackberry (other than dewberry).
Black raspberry ..................
Cherry ........................
Crabapple -------------------------
Cranberry -------------------------
Damson, damson plum ------------
Dewberry (other than boysenberry,

loganberry, and youngberry) ----
Flg -------------------------------
Gooseberry --------------------..
Grape --------...... --. --------
Grapefruit ......................
Greengage, greengage plum --------
Guava ----------------------------

7.5
7.0

10.0
9,0
7.0
0.6
0.5
7.0

10.0
6,5

12,0
7,0

11.0
7,0

13.0
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Factor referred to zn paragraphL (b) of this
section-Continued

Name of fruit-Continued
Loganberry ---....-- .....----- 9.5
Orange -- ------ 8.0
Peach ------------- --- 8.5
Pineapple -----.------------------ 7.0
Plum (other than damson, green-

gage, and prune) ............. 70
Pomegranate ---.------------- 5.5
Quince ------------ ------- 7.5
Raspberry, red raspberry ----------- 9.5
Red currant, currant (other than

black currant) ------------------ 9.5
Strawberry .... ............ ----- 12.5
Youngberry .....-----------...--- 0.0

In any combination of two, three, four,
or five of such fruit juice ingredients the
weight of each is not less than one-fifth
of the weight of the combination. Each
such fruit juice ingredient in any such
combination is an optional ingredient.

(d) The optional saccharine mgredi-
ents referred to in paragraph (a) of this
section are:

(1) Sugar.
(2) Invert sugar sirup.
(3) Any combination composed of op-

tional saccharine ingredients (1) and (2)
(4) Any combination composed of

dextrose and optional saccharine in-
gredient (1) (2) or (3)

(5) Any combination composed of
corn sirup, dried corn sirup, glucose
sirup, dried glucose sirup, or any two
or more of the foregoing, with optional
saccharine ingredient (1) (2) (3) or
(4) in which the weight of the solids
of corn sirup, dried corn sirup, glucose
sirup, dried glucose sirup, or the sum
of the weights -of the solids of corn sirup,
dried corn sirup, glucose sirup, and
dried glucose sirup, in case two or more
of these are used, does not exceed one-
fourth of the total weight of the solids
of the combined saccharine ingredients.

(6) Honey.
(7) Any combination composed of

honey and optional saccharine ingredi-
ent (1) (2) or (3) an which the weight
of the solids of each component except
honey is not less than one-tenth of the
*eight of the solids of such combination
and the weight of honey solids is not
less than two-fifths of the weight of the
solids of such combination.

(e) For the purposes of this section:
(1) The weight of any optional sac-

charme ingredient means the weight of
the solids of such ingredient.

(2) The term "sugar- means refined
sugar (sucrose)

(3) The term "invert sugar sirup"
means a, sirup made by inverting or
partly inverting sugar or partly refined
sugar; its ash content is not more than
0.3 percent of its solids content, but if it
is made from partly refined sugar, color
and flavor other than sweetness are re-
moved.

(4) The term "corn sirup" means a
clarified, concentrated aqueous solution
of the products obtained by the mcom-
plete hydrolysis of cornstarch. The
solids of corn sirup contain not less than
40 percent by weight of reducing sugars
calculated as anhydrous dextrose.

(5) The term "glucose sirup" means
a clarified, concentrated, aqueous solu-
tion of the products obtained by the
incomplete hydrolysis of any edible
starch. The solids of glucose sirup con-

FEDERAL REGISTER

tain not less than 40 percent by weight
of reducing sugars calculated as anhy-
drous dextrose. "Dried glucoe sirup"
means the product obtained by drying
"glucose sirup."

(6) The term "dextrose" means re-
fined anhydrous or hydrated dextrose
made from any starch.
- (f) The name of each Jelly for whicha
definition and standard of Identity is
prescribed by this section is as follows:

(1) In case the jelly is made with a
single fruit juice Ingredient, the name is
"Jelly," preceded or followed by the
name or synonym whereby the fruit
from which such fruit juice Ingredient
was extracted is designated in paragraph
(c) of this section.

(2) In case the Jelly is made with a
combination of two, three, four, or five
fruit juice ingredients, the name is
"Jelly," preceded or followed by the
words ' ixed Fruit" or by the names or
synonyms whereby the fruits from which
the fruit juice Ingredients were extracted
are designated in paragraph (c) of this
section, in the order of predominance, If
any, of the weights of such fruit Juice
ingredients in the combination.

(g) (1) When optional Ingredient (a)
(1) is used, the label shall bear the word
"spiced" or the statement "spice added"
or "with added spice"; but In lieu of the
word "spice" in such statements the com-
mon name of the spice may be used.

(2) When optional ingredient (a) (5)
is used, the label shall bear the words
"sodium benzoate" or "benzoic acid" or
"sodium benzoate and benzoic acid," as
the case may be, followed by the words
"added as preservative."

(3) When optional ingredient (a) (6)
is used, the label shall bear the state-
ment "flavoring and artificial coloring
added" or "with added flavoring and
artificial coloring." The word "flavor-
ing" in such statement may be preceded
by the word "mint."

(4) When optional saccharine Ingre-
dient d) (7) is used, the label shall
bear the names of the components of
the combination whereby such compo-
nents are designated in paragraph d)
of this section, in the order of predomi-
nance, if any, of the weight of such com-
ponents in the combination. Such
names shall be preceded by the words
"prepared with."

(5) When optional saccharine Ingre-
client (d) (6) is used, the label shal bear
the statement "prepared with honey."

(6) When a combination of two, three,
four, or five fruit juice ingredients is
used, and the Jelly is designated on Its
label by the word "Jelly." preceded or
followed by the words "Mixed Fruit,"
the label shall bear the names or syno-
nyms whereby such fruits are designatcd
in paragraph (c) of this section, In the
order of predominance, if any, of the
weights of such fruit Juice ingredients
in the combination.

(h) Wherever the name specified in
paragraph (f) of this section appears on
the label of the Jelly so conspicuously as
to be easily seen under customary con-
ditions of purchase, the words and state-
ments herein specified, showing the
optional ingredients used, shall Imme-
diately and conspicuously precede or fol-
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low such name#, without intervening
written, printed, or graphic matter, ex-
cept that the varietal name of the fruit
used in preparing such jelly may so
Intervene.

§ 29.3 Pre.s-res, lams; identity; label
statement of optional rngredients. (a)
The preserves or Jams for which defini-
tions and standards of Identity are pre-
scribed by this section are the viscous
or semisolid foods each of which is made
from a mixture composed of not less
than 45 parts by weight (see paragraph

c) of this section) of one of the fruit
Ingredients specifled in paragraph (b) of
this section to each 55 parts by weight
(see paragraph (e) (1) of this section)
of one of the optional saccharine ingre-
dients specifled in paragraph (d) of this
section. Such mixture may also contain
one or more of the following optional
ingredients:
(1) Spice.
(2) A vinegar, lemon juice, lime juice,

citric acid, lactic acid, mallc acid, tar-
tarlc acid, or any combinaton of two or
more of these, in a quantity which rea-
sonably compensates for deficiency, if
any, of the natural acidity of the fruit
Ingredient.

(3) Pectin, In a quantity which reason-
ably compensates for deficiency, if any,
of the natural pectin content of the fruit
ingredient.

(4) Sodium citrate, sodium potassium
tartrate, or any combination of these, in
a quantity the proportion of which is not
more than 3 ounces avoirdupois to each
100 pounds of the saccharine ingredient
used.

(5) Sodium benzoate or benzoio acid
or any combination of these, in a quan-
tity reasonably necessary as a preserv-
ative.

Such mixture, with or without added
water, is concentrated by heat to such
point that the soluble-solids content of
the finished prezerve is not less than 63
p2rcent f the fruit Ingredient is speci-
fled In Group I of paragraph (b) of this
section, and not less than 65 percent if
the fruit Ingredient is specified in Group
II of pa-agraph (b) of this section. The
soluble-solids content is determined by
the method prescribed in "OfMcial Meth-
ods of Analysis of the Association of
Official Agricultural Chemists," Seventh
Edition, page 322 [Ed. note, 8th edition,
1955, p. 344, sec. 20.151, under "Soluble
Solids In Fresh and Canned Fruits, Jams,
Marmalades, and Preserves--First Ac-
tion," except that no correction is made
for water-insoluble solids.

(b) The fruit ingredients referred to
in paragraph (a) of this section are the
following mature, properly prepared
fruits which are fresh, froz n and/or
canned: Gnour'I

Blchba y (other than dewberry).
Mlac! repberry.
Blueberry.
Boinbry.
Cherry.
Crab-applo.
Det-barry (other than b y berry.

lacanbarry, and youngberry).
Elderberry.
Gran2.
Grap frult.
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Guoup I-Continued
Huckleberry.
Loganberry.
Orange.
Pineapple.
Raspberry, red raspberry.
Rhubarb.
Strawberry.
Tangerine.
Tomato.
Yellow tomato.
Youngberry.
Any combination of two, three, four, or

five of such fruits in which the weight of
each is not less than one-fifth of the weight
of the combination; except that the weight
of pineapple may be not less than one-
tenth of the weight of the combination.

Gnoup 3:
Apricot.
Cranberry.
Damson. damson plum.
Fig.
Gooseberry.
Greengage, greengage plum.
Guava.
Nectarine.
Peach.
Pear.
Plum (other than greengage plum and

damson plum).
Quince.
Red currant, currant (other than black

currant).
Any combination of two, three, four, or

five of such fruits, or one or more of such
fruits with one or more of the individual
fruits specified in Group I, in which the
weight of each is not less than one-fifth of
the weight, of the combination; except
that the weight of pineapple may be not
less than one-tenth of the weight of the
combination.

Any combination of apple and one, two,
three, or four of the individual fruits spec-
ied in this group or Group I in which
the weight of each is not less than one-
fifth, and the weight of apple is not more
than one-half, of the weight of the com-
bination; except that the weight of pine-
apple may be not less than one-tenth of
the weight of the combination.

In any combination of two, three, four,
or five fruits, each such fruit is an
optional ingredient. For the purposes
of this section, the word "fruit" includes
the vegetables specified in this para-
graph.

(c) Any requirement of this section
with respect to the weight of any fruit,
combination of fruits, or fruit ingredient
means:

(1) The weight of fruit exclusive of
the weight of any sugar, water, or other
substance added for any processing or
packing or canning, or otherwise added
to such fruit;

(2) In the case of fruit prepared by
the removal, in whole or in part, of pits,
seeds, skins, cores, or other parts, the
weight of such fruit, exclusive of the
weight of all such substances removed
therefrom; and

(3) In the cases of apricots, cherries,
grapes, nectarines, peaches, and all varl-
eties of plums, whether or not pits and
seeds are removed therefrom, the weight
of such fruit, exclusive of the weight of
such pits and seeds.

(d) The optional saccharine ingredi-
ents referred to in paragraph (a) of this
section are:

(1) Sugar.
(2) Invert sugar sirup.

(3) Any combination composed of op-
tional saccharine ingredients (1) and
(2)

(4) Any combination composed of
dextrose and optional saccharine ingre-
dient (1), (2) or (3)

(5) Any combination composed of corn
sirup, dried corn sirup, glucose sirup,
dried glucose sirup, or any two or more
of the foregoing, with optional saccha-
nne ingredient (1) (2) (3) or (4) in
which the weight of the solids of corn
sirup, dried corn sirup, glucose sirup,
dried glucose sirup, or the sum of the
weights of the solids of corn sirup, dried
corn sirup, glucose sirup, and dried glu-
cose sirup, in case two or more of these
are used, does not exceed one-fourth of
the total weight of the solids of the com-
bined saccharine ingredients.

(6) Honey.
(7) Any combination composed of

honey and optional saccharine ingre-
dient (1) (2) or (3) in which the
weight of the solids of each component
except honey is not less than one-tenth
of the weight of the solids of such com-
bination and the weight of honey solids
is not less than two-fifths of the weight
of the solids of such combination.

(e) For the-purposes of this section:
(1) The weight of any optional sac-

charine ingredient means the weight of
the solids of such ingredient.

(2) The term "sugar" means refined
sugar (sucrose)

(3) The term "invert sugar sirup"
means a sirup made by inverting or
partly inverting sugar or partly refined
sugar* its ash content is not more than
0.3 percent of its solids content, but if
it is made from partly refined sugar,
color and flavor other than sweetness
are removed.

(4) The term "corn sirup" means a
clarified, concentrated aqueous solution
of the products obtained by incomplete
hydrolysis of cornstarch. The solids of
corn sirup contain not less than 40 per-
cent by weight of reducing sugars cal-
culated as anhydrous dextrose.

(5) The term "glucose sirup" means a
clarified, concentrated, aqueous solu-
tion of the products obtained by the in-
complete hydrolysis of any edible starch.
The solids of glucose sirup contain not
less than 40 percent by weight of reduc-
ing sugars calculated as anhydrous dex-
trose. "Dried glucose sirup" means the
product obtained by drying "glucose
sirup."

(6) The term "dextroge" means re-
fined anhydrous or hydrated dextrose
made from any starch.

(f) The name of each preserve or jam
for which a definition and standard of
identity is prescribed by this section is
as follows:

(1) If the fruit Ingredient is a single
fruit, the name is "Preserve" or "Jam,"
preceded or followed by the name or
synonym whereby such fruit is desig-
nated in paragraph (b) of this section.

(2) If the fruit ingredient is a com-
bination of two, three, four, or five fruits,
the name is "Preserve" or "Jam," pre-
ceded or followed by the words "Mixed
Fruit" or by the names or synonyms
whereby such fruits are designated in
paragraph (b) of this section, in the or-

der of predominance, If any, of the
weights of such fruits in the combina-
tion.

(g) (1) When optional ingredient (a)
(1) is used, the label shall bear the word
"spiced" or the statement "spice added"
or "with added spice"; but in lieu of the
word "spice" in such statements the
common name of the spice may be used,

(2) When optional ingredient (a) (5)
is used, the label shall bear the words
"sodium benzoate" or "benzoic acid," or
"sodium benzoate and benzoio acid," as
the case may be, followed by the words
"added as preservative."

(3) When optional saccharine In-
gredient (d) (7) Is used, the label shall
bear the names of the components of
the combination whereby such compo-
nents are designated in paragraph (d)
of this section, in the order of predomi-
nance, if any, of the weights of such
components in the combination. Such
names shall be preceded by the words
"prepared with."

(4) When optional saccharine Ingro-
dient (d) (6) Is used, the label shall
beat the statement "prepared with
honey."

(5) When the fruit Ingredient is a
combination of two, three, four, or five
fruits and the preserve is designated on
Its label by-the name "Preserve" or
"Jam," preceded or followed by the words
"Mixed Fruit," the label shall bear the
names or synonyms whereby such fruits
are designated in paragraph (b) of this
section, in the order of predominance, if
any, of the weights of such fruits in the
combination.

(h) Wherever the name specified In
paragraph (f) of this section appears on
the label of the preserve so conspicuously
as to be easily seen urder customary
conditions of purchase, the words and
statements herein specified, showing the
optional Ingredients used, shall immedi-
ately and conspicuously precede or fol.
low such name, without intervening
written, printed, or graphic matter, ex-
9ept that the varietal name of the fruit
used In preparing such preserve may so
intervene.

PART 36-SHELLFISH; DEiNmITIONS AND
STANDARDS OF IDENTITY; FILL Or CON-
TAINER

CANNi SiRIMP
Sec.
36.3 Canned wet pack shrimp and canned

dry pack shrimp in nontransparent
containers; fill of container; label
statement or substandard fill.

CANED OYSTERS

36.5 Canned oysters: Identity; Iabol state-
ment of optional ingredients.

36.6 Canned oysters; fill of container:
label statement of substandard ill,

RAW OYSTERS
36.10 Oysters, raw oysters, shucked oysters;

identity.
36.11 Extra large oysters, oysters counts

(or plants), extra largo raw oysters,
raw oysters counts (or plants), tx-
tra largo shucked oysters, shuoled
oysters counts (or plants); Identity,

36.12 Large oysters, oysters extra selects,
large raw oysters, raw oysters extra
selects, largo rhucked oysters,
shucked oysters extra selects, idon-
tity.
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Sec.
36.13 Medium oysters, oysters selects, me-

dium raw oysters, raw oystErs
selects, medium shucked oysters,
shucked oysters selects; identity.

36.14 Small oysters, oysters standards, small
raw oysters, raw oysters standards,
small shucked oysters, shucked oys-
ters standards; identity.

36.15 Very small oysters, very small raw
oysters, very small shucked oysters;
identity.

36.16 Olympia oysters, raw Olympia oysters,
shucked Olympia oysters; identity.

PACIFIC 0YSTERS

36.17 Large Pacific oysters, large raw Pacific
oysters, large shucked Pacific oys-
ters; identity.

36.18 Medium Pacific oysters, medium raw
Pacific oysters, medium shucked
Pacific oysters; identity.

36.19 Small Pacific oysters, small raw Pacific
oysters, small shucked Pacific oys-
ters; identity.

36.20 Extra small Pacific oysters, extra small
raw Pacific oysters, extra small
shucked Pacific oysters; identity.

Auorn=Orr: §§ 36.3 to 36.20 issued under
sec. 701 (a), 52 Stat. 1055; 21 U. S. C. 371 (a).
Interpret or apply see. 401, 52 Stat. 1046, 68
Stat. 54; 21 U. S. C. 341.

CANNED SHRIIP

§ 36.3 Canned wet pack shrimp
and canned dry pack shrzmp in non-
transparent containers; fill of contain-
er; label statement of substandard fill.
(a) The standard of fill of nontranspar-
ent containers for canned wet pack
shrimp is a fill such that the cut-out
weight of shrimp taken from each can is
not less than 64 percent of the water ca-
pacity of the container, and, for canned
dry pack shrimp (except that packed in
the nontransparent cylindrical contain-
er which is 2111c inches in diameter
and 4 inches in height) is a fill such
that the cut-out weight of shrimp taken
from each can is not less than 60 percent
of the water capacity of the container.
The standard of fill for canned dry pack
shrimp packed in the nontransparent
cylindrical container which is 2"ic
inches in diameter and 4 inches in height
is a cut-out weight of not less than 6,
avoirdupois ounces of shrimp for each
container. Water capacity of containers
is determined by the general method
provided in § 10.1 (a) of this chapter.
Cut-out weight is determined by the fol-
lowing method:

Keep the unopened canned shrimp
container at a temperature of not less
than 68° nor more than 95* Fahrenhieit
for at least 12 hours immediately pre-
ceding the determination. After open-
ing, tilt the container so as to distribute
the-shrimp evenly over the meshes of a
circular sieve which has been previously
weighed. The diameter of the sieve is
8 inches if the. quantity of the contents
of the container is less than 3 pounds,
and 12 inches if such quantity is 3
pounds or more. The bottom of the
sieve is woven-wire cloth which complies
with the specifications for such cloth
set forth under "2380 Micron (No. 8)"
in Table I of "Standard Specifications
for Sieves," published March 1, 1940, m
L, C. 584 of the United States Depart-
ment of Commerce, National Bureau of
Standards. Without shifting the mate-
rial on the sieve, so incline the sieve as
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to facilitate drainage. Two minutes
from the time drainage begins, weigh the
sieve and the drained shrimp. The
weight so found, less the weight of the
sieve, shall be considered to be the cut-
out weight of the shrimp.

(b) If canned wet pack shrimp or
canned dry pack shrimp, In nontrans-
parent containers, falls below the ap-
plicable standard of fill of container pre-
scribed in paragraph (a) of this section,
the label shall bear the general state-
ment of substandard fill provided in
§ 10.2 (b) of this chapter, in the manner
and form therein specified.

CAITIED OYsTEnS

§ 36.5 Canned oysters; identity; label
statement of optional ingredients, fa)
Canned oysters is the food prepared from
one or any mixture of two or all of the
forms of oysters specified in paragraph
(b) of this section, and a packing medi-
um of water, or the watery liquid drain-
ing from oysters before or during proc-
essing, or a mixture of such liquid and
water. The food may be seasoned with
salt. It is sealed in containers and so
processed by heat as to prevent spoilage.

(b) The forms of oysters referred to
in paragraph (a) of this section are pre-
pared from oysters which have been re-
moved from their shells and washed and
which may be steamed while in the shell
or steamed or blanched or both after
removal therefrom, and are as follows:

(1) Whole oysters with such broken
pieces of oysters as normally occur in
removing oysters from their shells, wash-
ing, and packing.

(2) Pieces of oysters obtained by Eeg-
regating pieces of oysters broken in
shucking, washing, or packing whole
oysters.

(3) Cut oysters obtained by cutting
whole oysters. 40

(c) (1) When the form of oysters
specified in paragraph (b) (1) of this
section is used, the name of the food Is
"Oysters" or "Cove oysters," If of the
species Ostrea virginica; "Oysters" or
"Pacific Oysters,"'if o, the species Ostrea
gigas; "Oysters" or "Olympia Oysters," if
of the species Ostrea lurlda.

(2) When the form of oysters specified
in paragraph (b) (2) of this section Is
used, the name of the food is "Pleces of

------," the blank being filled in with
the name "Oysters" or "Cove Oyster.," if
of the species Ostrea virginica; "Oysters"
or "Pacific Oysters," if of the species
Ostrea gigas; "Oysters" or "Olympla
Oysters," if of the species Ostrea lurida.

(3) When the form of oysters specified
in paragraph (b) (3) of this section is
used, the name of the food Is "Cut .
the blank being filled in with the name
"Oysters" or "Cove Oysters," if of the
species Ostrea virginica; "Oysters" or
"Pacific Oysters," if of the species Oztrea
gigas; "Oysters" or "Olympia Oysters," if
of the species Ostrea lurlda.

(4) In case a mixture of two or all such
forms of oysters is used, the name Is a
combination of the names specified in
this paragraph of the forms of oysters
used, arranged n order of their pre-
dominance by weight.

§ 36.6 Canned oysters; fl7l of con-
tainer" label statement of substandard

9513

fill. (a) The standard of fill of con-
tainer for canned oysters is a fill such
that the drained weight of oysters taken
from each container Is not less than 59
p,rcent of the water capacity of the con-
tainer.

(b) Water capacity of containers is
determined by the general method pro-
vided in § 10.1 (a) of this chapter.

(c) Drained weight is determined by
the following method:

Keep the unopened canned oyster-con-
tainer at a temperature of not less than
CG or more than 953 Fahrenheit for at
least 12.hours immediately preceding the
determination. After opening, tilt the
container so as to distribute its contents
evenly over the meshes of a circular
seve which has been previously weighed.
The diameter of the sieve is & inches if
the quantity of the contents of the con-
tainer is lez than 3 p3unds, and 12 inches
if such quantity Is 3 pounds or more.
The bottom of the sieve Is woven-wire
cloth which complies with the specifica-
tions for such cloth sat forth under "2389
Micron (No. 8)," in Table I of "Standard
Specifications for Sieves," published
March 1. 1940, in L. C. 584 of the United
States D.partment of Commerce, Na-
tional Bureau of Standards. Without
shifting the material on the sieve, so in-
cline the sieve as to facilitate drainage.
Two minutes from the time drainage be-
gins, weigh the sieve and the drained
oysters. The weight so found, less the
weight of the sieve, shall be considered
to be the drained weight of the oysters.

(d) If canned oysters fall below the
standard of fill of container prescribed
in paragraph (a) of this section, the label
shall bear the general statement of sub-
standard fill specified in § 10.2 (b) of this
chaptcr in the manner and form therein
speclflcd, followed by the statement, "A
can of this size should contain --- oz.
of oysters. This can contains only ---
oz.," the blenan. being filled in with the
applicable filgures.

r Avr OYS=.S

§ 3G.10 Oysters, raw oysers, shucized
oyaters; identity. (a) Oysters, raw oys-
ters, shucked oysters, are the class of
foods each of which is obtained by
shucking shell oysters and preparm
them in accordance with the procedure
prezcrib-4d in para-aph (b) of this sc-
tion. The name of each such food is the
name specified in the applicable defini-
tion and standard of Identity prescribed
In §§36.ll to 3622, inclus Ive.

(b) If water, or salt water containing
lezs than 0.75 percent salt, is used in any
vezzel into which the oysters are shucked,
the combined volume of oysters and liq-
uid when such oysters are emptied from
such vezzal is not les than four times the
volume of such water or salt water. Any
liquid accumulated with the oysters is
removed. The oysters are washed, by
blowing or othervse, in water or salt
wate, or both. The total time that the
oysters are in contact with water or salt
water after leaving the shucher, includ-
ing the time of washing, rinsing, and any
other contact-with water or salt water is
not more than 30 minutes. In com-
puting the time of contact with water or
salt water, the length of time that oysters
are in contact with water or salt water
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that is agitated by blowing or otherwise,
shall be calculated at twice its actual
length. Any period of time that oysters
are in contact with salt water containing
not less than 0.75 percent salt before
contact with oysters, shall not be in-
cluded in computing the time that the
oysters are in. contact with water or salt
water. Before packing into the contain-
ers for shipment or other delivery for
consumption the oysters are thoroughly
drained and are packed without any
added substance.
(c) For the purposes of this section:
(1) "Shell oysters" means live oysters

of any of the species, Ostrea virgmica,
Ostrea gigas, Ostrea lurida, in the shell,
which, after removal from their beds,
have not been floated or otherwise held
under conditions which result in the ad-
dition of water.

(2) "Thokoughly drained" means one
of the following:

(i) The oysters are drained on a
strainer or skimmer which has an area
of not less than 300 square inches per
gallon of oysters, drained, and has per-
forations of at least Y4 of an inch I-
diameter and not more than 14 inches
apart, or perforations of equivalent areas
and distribution. The oysters are dis-
tributed evenly over the draining sur-
face of the skimmer and drained for not
less than 5 minutes; or

(ii) The oysters are drained by any
method other than that prescribed by
subdivision (i) of this subparagraph
whereby liquid from the oysters is re-
moved so that when the oysters are test-
ed within 15 minutes after packing by
draining a representative gallon of oys-
ters on a skimmer of the dimensions and
in the manner described in subdivision
(i) of this subparagraph for 2 minutes,
not more than 5 percent of liquid by
weight is removed by such draining.

§ 36.11 Extra large oysters, oysters
counts (or plants) extra large raw oys-
sters, raw oysters counts (or plants)
extra large shucked oysters, shucked
oysters counts (or plants) identity.
Extra large oysters, oysters counts Cor
plants), extra large raw oysters, raw
oysters counts (or plants), extra large
shucked oysters, shucked oysters counts
(or plants) are of the species Ostfea
virginica and conform to the definition
and standard of identity prescribed for
oysters by § 36.10 and are of such size
that 1 gallon contains not more than 160
oysters and a quart of the smallest oys-
ters selected therefrom Contains not
more than 44 oysters.

§ 36.12 Large oysters, oysters extra
selects, large raw oysters, raw oysters
extra selects, large shucked oysters,
shucked oysters extra selects; identity.
Large oysters, oysters extra selects, large
raw oysters, raw oysters extra selects,
large shucked oysters, shucked oysters
extra selects, are of the species Ostrea
virginica and conform to the definition
and standard of identity prescribed for
oysters by § 36.10 and are of such size
that 1 gallon contains more than 160
oysters but not more than 210 oysters;
a quart of the smallest oysters selected
therefrom contains not more than 58
oysters, and a quart of the largest oysters
selected therefrom contains more than.
36 oysters.

§ 36.13 Medium oysters, oysters se-
lects, medium raw oysters, raw oysters
selects, medium shucked oysters, shucked
oysters selects; identity. Medium oys-
ters, oysters selects, medium raw oysters,
raw oysters selects, medium shucked oys-
ters, shucked oysters selects, are of the
species Ostrea virginca and conform to
the definition and standard of identity
prescribed for oysters by § 36.10 and are
of such size that 1 gallon, contains more
than 210 oysters, but not more than 300
oysters; a quart of the smallest oys-
ters selected therefrom contains not
more than 83 oysters, and a quart of the
largest oysters selected therefrom con-
tains more than 46 oysters.

§ 36.14 Small oysters, oysters stand-
ards, small raw oysters, raw oysters
standards, small shucked oysters,
shucked oysters standards; identity.
Small oysters, oysters standards, small
raw oysters, raw oysters standards, small
shucked oysters, shucked oysters stand-

.ardS, are of the species Ostrea virgmica
and conform to the definition and stand-
ards of identity prescribed for oysters by
§ 36.10 and are of such size that 1 gal-
lon contains more than 300 oysters but
not more than 500 oysters; a quart of the
smallest oysters selected therefrom con-
tams not more than 138 oysters and a
quart of the largest oysters selected
therefrom contains more than 68 oysters.

§ 36.15 Very small oysters, very small
raw oysters, very small shucked oysters;
identity. Very small oysters, very small
raw oysters, very small shucked oysters,
are of the species Ostrea virginica and
conform to the definition and standard
of identity prescribed fdr oysters by
§ 36.10 and are of such size that 1 gal-
lon contains more than 500 oysters, and
a quart of the largest oysters selected
therefrom contains more than 112
oystei's.

§ 36.16 Olympia oysters, raw Olym-
pza oysters, shucked Olympia oysters;
identity. Olympia oysters, raw Olympia
oysters, shucked Olympia oysters, are of
the species Ostrea lurida and conform to
the definition and standard of identity
prescribed for oysters in § 36.10.

PACIFIC OYSTERS

§ 36.17 Large Pacific oysters, large
raw Pacific oysters, large shucked Pacific
oysters; identity. Large Pacific oysters,
large raw Pacific oysters, large shucked
Pacific oysters, are of the species Ostrea
gigas and conform to the definitions and
standards of identity prescribed for oys-
ters by § 36.10 and are of such size that
1 gallon contains not more than 64 oys-
ters, and the largest oyster in the con-
tainer is not more than twice the weight
of the smallest oyster therein.

§ 36.18 Medium Pacific oysters, me-
dium raw Pacific oysters, medium
shucked Pacific oysters; identity. Me-
dium Pacific oysters, medium raw
Pacific oysters, medium shucked Pacific
oysters, are of the species Ostrea gigas
and conform to the definition and
standard of identity prescribed for oys-
ters by § 36.10 and are of such size that
1 gallon contains more than 64 oysters
and not more than 96 oysters, and the
largest oyster in the container is not

more than twice the weight of the small-
est oyster therein.

§ 36.19 Small Pacific oysters, small
raw Pacific oysters, small shucked Pa-
cific oysters; identity. Small Paciflo
oysters, small raw Pacific oysters, small
shucked Pacific oysters, are of the spo-
cies Ostrea gigas and conform to the
definition and standard of Identity pro-
scribed for oysters by § 36.10 and are of
such size that 1 gallon contains more
than 96 oysters and not more than 144
oysters, and the largest oyster in the
container is not more than twice the
weight of the smallest oyster therein.

§ 36.20 Extra small Pacifio oysters,
extra small raw Pacific oysters, extra
small shucked Pacific oysters; Identity.
Extra small Pacific oysters, extra small
raw Pacific oysters, extra small shucked
Pacific oysters, are of the species Ostrea
gigas and conform to the definition and
standard of Identity prescribed for oys-
ters by § 36.10 and are of such size that
1 gallon contains more than 144 oysters,
and the largest oyster in the container
is not more than twice the weight of the
smallest oyster therein,

PART 42-EGGs AND Eco PRODUCTS; DEx.
NITIONS AND STANDARDS OF IDENTITY

See.
42.1 Eggs.
42.10 Liquid eggs, mixed eggs. liquid whole

eggs, mixed whole eggs; Identity.
42.20 Frozen eggs, frozen whole eggs, frozen

mixed eggs; Identity.
42.30 Dried eggs, dried whole eggs; identity.
42.40 Egg yolks, liquid egg yolks, yolks, 1iq.

uld yolks; Identity.
42.50 Frozen yolks, frozen egg yolks, iden-

tity.
42.60 Dried egg yolks, dried yolks; Identity,

AvTHORrrY: §§ 42.1 to 42.60 issued under
see. 701 (a), 52 Stat. 1055; 21 U. S. 0. 371 (a),
Interpret or apply sec. 401, 62 Stat. 1040, 00
Stat. 54; 21 U. S, 0. 341.

§ 42.1 Eggs. No regulation shall be
promulgated fixing and establishing a
reasonable definition and standard of
identity for the food commonly known
as eggs.

§ 42.10 Liquid eggs, mixed eggs, liq-
uzd whole eggs, mixed whole eggs;
identity. Liquid eggs, mixed eggs, liquid
whole eggs, mixed whole eggs, are eggs
of the domestic hen, broken from the
shells, and with yolks and whites in their
natural proportions as so broken. They
may be mixed, or mixed and strained,

§ 42.20 Frozen eggs, frozen whole
eggs, frozen mixed eggs; identity. Pro-
zen eggs, frozen whole eggs, frozen mixed
eggs, are the food prepared by freezing
liquid eggs.

§ 42.30 Drzed eggs, dried whole eggs,
identity. Dried eggs, dried whole eggs,
are the food prepared by drying liquid
eggs. They may be powdered. They
contain not less than 92 percent total egg
solids, as determined by the method pro-
scribed in "Official and Tentative Moth-
ods of Analysis of the Association of
Official Agricultural Chemists," Fourth
Edition, 1935, pages 297 and 298 [Ed,
note, 8th edition, 1955, p. 291-292, sees,
16.2, 16.3), under "Total Solids."

§ 42.40 Egg yolks, liquid egg yolks,
yolks, liquid yolks; identity. Egg yollis,
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liquid egg yolks, yolks, liquid yolks, are
yolks of eggs of the domestic hen so sep-
arated from the whites thereof as to
contain not less than 43 percent total
egg solids, as determined by the method
prescribed in "Official and Tentative
Methods of Analysis of the Association
of Official Agricultural Chemists,"
Fourth Edition, 1935, pages 297 and 298
[Ed. note, 8th edition, 1955, p. 291-292,
secs. 16.2, 16.3], under "Total Solids."
They may be mixed, or nxed and
strained.

§ 42.50 Frozen yolks, frozen egg yolks;
identity. Frozen yolks, frozen egg yolks,
are the food prepared by freezing egg
yolks.

§ 42.60 Dried egg yolks, dried yollcs;
identity. Dried egg yolks, dried yolks,
are the food prepared by arymg egg
yolks. They contain not less than 95
percent total egg solids, as determined
by the method prescribed in "Official
and Tentative Methods of Analysis of
the Association of Official Agricultural
Chemists," Fourth Edition, 1935, pages
297 and 298 [Ed. note, 8th edition, 1955,
p. 291-292, secs. 16.2, 16.3], under "Total
Solids."

PART 45--OLEOMARGARnE, A RGARIME;
DEFINITION AND STANDARD OF IDENTITY

§ 45.1 Oleomargarine, margarine;
identity; label statement of optional in-
gredients. (a) Oleomargarine, marga-
rine is the plastic food prepared with one
or more of the optional fat ingredients
named in subparagraph (1) (i) (ii)
(iii) and (iv) of this paragraph, as
follows:

(1) (i) The rendered fat or oil, or
stearin derived therefrom (any or all of
which may be hydrogenated) of cattle,
sheep, swine, or goats, or any combina-
tion of two or more of such articles.

(ii) Any vegetable food fat or oil, or
oil or stearin derived therefrom (any or
all of which may be hydrogenated) or
any combination of two or more of such
articles.

(ii) Any combination of ingredients
named in subdivisions (i) and (ii) of this
subparagraph, in such proportion that
the weight of the ingredients named in
subdivision (i) either equals the weight
of the ingredients named in subdivislon
(di) or exceeds such weight by a ratio
of not greater than 9 to 1.

(iv) Any combination of ingredients
named in subdivisions (i) and (ii) of this
subparagraph, in such proportion that
the weight of the ingredients named in
subdivision Cii) exceeds the weight of the
ingredients named in subdivision () by
a ratio not greater than 9 to 1.

(2) One of the articles designated In
subdivision (i) (ii) (iii) (iv) Cv) or
(vi) of this subparagraph is intimately
nixed with the fat ingredient or ingredi-

ents. The ingredients named in sub-
divisions (i) (ii) (iii) (iv) and v)
are pasteurized and then subjected to
the action of harmless bacterial starters.
The term "milk" as used'in this subpara-
graph means cow's milk.

(i) Cream.
(i) Milk
(iii) Skim milk.
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(iv) Any combination of nonfat dry
milk solids and water, in which the
weight of the nonfat dry mill- eollda is
not less than 10 percent of the weight
of the water.

v) Any mixture of two or more of the
articles named In subdivisionz (1), i),
(ill) and iv)

vi) In case only of the fat Ingredient
designated in subpararaph 41) (111 of
this paragraph, any combination of
finely ground soybeans and water, in
which the weight of the finely ground
soybeans is not less than 10 percent pf
the weight of the water. The finely
ground soybeans are subjected to a heat
treatment before or after mixing with
the water. The soybeans may or may
not be dehulled.
Congealing is effected, either with or
without contact with water, and the con-
gealed mixture may be worked.

(3) In the preparation of oleomarga-
rine one or more of the following op-
tional ingredients may also be used:

(1) Artificial coloring. For the pur-
poses of this subdivision provltamnin A
shall be deemed to be artificial coloring.

(I) Sodium benzoate or benzoic acid
or a combination of these, in a quantity
not to exceed 0.1 percent of the weight of
the finished product.

Cii) Vitamin A (with or without any
accompanying vitamin D and with or
without vitamin D concentrate), In such
quantity that the finished oleomargarine
contains not less than 15,000 United
States Pharmacopela units of vitamin A
per pound, as determined by the method
prescribed in the Pharmacopela of the
United States for total biological vitamin
A activity. The vitamin A potency pre-
scribed may be furnished by fish liver
oil; by concentrates of vitamin A or
its fatty acid esters from animal sources;
by synthetic vitamin A or Its fatty acid
esters; by mixtures of synthetic vitamin
A or its fatty acid esters with harmlezs
substances formed during the synthe is
of the vitamin A, if the vitamin A or Itz
fatty acid ester constitutes not ez than
50 percent of the mixture; by provitamin
A, or by any combination of two or more
of these. For the purposes of this subdi-
vision the term "fatty acid" may include
acetic acid.

(iv) The artificial flavoring diacetyl
added as such or as starter distillate or
produced during the preparation of the
product as a result of the addition of
citric acid or harmless citrates.

Cv) (a) Lecithin, in an amount not ex-
ceeding 0.5 percent of the weight of the
finished oleomargarine; or

b) Monoglycerldes or diglycerldez of
fat-forming fatty acids, or a combina-
tion of these, in an amount not exceeding
0.5 percent of the weight of the finished
oleomargarine; or

(c) Such monoglycerides and diglyc-
erides in combination with the sodium
sulfo-acetate derivatives thereof, in a
total amount not exceeding 0.5 percent
of the weight of the finished oleomar-
garine; or

d) A combination of (a) and (b) of
this subdivision, in which the amount of
neither exceeds that above stated; or

(e) A combination of (a) and c) of
this subdivision, in a total amount not
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exceedIng 0,5 pzrcent of the weight of
the fIhed oleomargarine.
The weight of the diglycendes in each
of inredients (b) (C) (d and (e) of
this subdivis on is calculated at one-half
actual weight.

(vi) Butter.
(vii) Salt.
(viii) Citric acid Incorporated in the

fat or oil In-redient used.
(I-) Isopropyl cltrates incorporated in

the fat or oil ing"redient used, in an
amount not to exceed 0.02 percent by
weight of the,flnished oleomargarine.

(n) Stearyl citrate incorporated in the
fat or oil ingredient used, in an amount
not to exceed 0.15 percent by weight of
the finihed oleomargarine.
The finished oleomargarine contains not
le.s than 80 percent fat, as determined
by the method prescribed in "Offlc l
Methods of Analysis of the Association
of Official Agricultural Chemists:" 7th
Edition, page 259 under "Indirect
Method," cection 15.111. [Ed. note, 8th
edition, 1955, p. 271, sec. 15.109.]

(b) (1) when any ingredient named
under one of the following specified sub-
paragraphs of paragraph (a) of this
tection is used. the label shall, except as
provided in this paragraph, bear the
statement set forth below after the num-
ber of such subparagraph:

Subparagraph (1) ()-"Prepared from
Animal Fat," or "Made from Animal Fat."

Subparagraph (1) (ll)-"Vcegetable" or
"Prepared from Vegetable Fat" or '"Made from
Vegetable Fat."

Subparagraph (2) (vl)-In lieu of iabal
ctatcment precribcd for ingredient3 desig-
nated In cubparagrayeh (1) (i), "Prepared
from Vcgctabl3 Fat, Water and Finely Ground
Soybeana" or "ade from Vegetable Fat,
Water and Finely Ground Soybeans.,

Subparagraiihx (1) (i11)-"Prepared from.
Animal and Vegetable FatG" or "Made from
Animal and Vcatable Fats."

Subpar:Traph (1) (iv)--"Prepared from
VCeetable and Animal Fats" or "Made from
Vegetable and Animal Fats:'

Subparagraph (3) (i)--Artifleicly Col-
cred" or "Artificial Coloring Added", or 'WIT th
Added Artific- l Caloring."

Subparagraph (3) (iL)--'Sodlum Benzoate
(or. aS the c-1-3 may be, "BEnzole ACdd" or
"Eodium Eanzoate and B-7ola Acid") Added
no a Prezarvatlve" or "With Added Sodium
Ecnzoato (or, as the ce" may be. "Banzoic
Acld" or "Sodium Benzoate and Banzo!c
Acid") as a Pr -- rvative."

Subparagraph (3) (ll)---itamin A
Added" or "With Added Vitamin A.."

Subpara-raiph (3) (iv)-"Artiflcally Flav-
ored" or "Artificial lavoring Added" or
"With Added Artificial Flavoring.

Subpara_anh (3) (vill)---"Ctrc Acid
Added to Protect Flavor" or "Citric Acid
Added a a Preervatlve."

Subpa -araph (3) (lx)--Iopopyi Citrate
Added to Protect Flavor" or "Isapropyl Ci-
trate Added a a Prezervative,"

Subparagraph (3) (x)--"Stearyl Citrate
Added to Protect Flavor" or "Stearyl Citrate
Added as a Presarativa.1"

Where oil is used, the word "oil" may be
substituted for "fat" in the label state-
ment. In lieu of the word "animal" or
"vegetable" in any such statement, the
common or usual name of the fat in-
gredient may be used. If two or more of
the optional ingredients named in pa-a-
gfraph (a) (3) (i) (ii), (Ill) (iv) (viii)
(ix), and (x) of this saction are used, the
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words "added" or "with added" need ap-
pear only once, either at the beginning
or end of the list of such ingredients de-
clared. The declaration of vitamin, A
may include the number of United States
Pharmacopeia units present in the fin-
ished oleomargarine.

(2) Wherever the name "oleomarga-
rine" or "margarine" appears on the label
so conspicuously as to be easily seen
under customary conditions of purchase,
the words and statements prescribed in
this section, showing the ingredients
used, shall Immediately and conspicu-
ously precede or follow, or in part pre-
cede and in part -follow, such name,
without intervening written, printed, or
other graphic matter.
(Sec. '701 (a), 52 Stat. 1055; 21 U. S. C. 371
(a). Interprets or applies sec. 401, 52 Stat.
1046, 68 Stat. 54; 21 U. S. C. 341)

PART 51---CANNED VEGETABLES; DEFINI-
TIONS AND STANDARDS OF IDENTITY'

QUALITY; AND FILL OF CONTAINER

CANNED PEAS
Sec.
51.1 Identity;, label statement of optional

ingredients.
51.2 Quality; label statement of substand-

ard quality.
51.3 Fill of container; label statement of

substandard fill.

CANNED BEANS

51.10 Canned green beans; identity; label
statement of optional ingredients.

51.11 Canned green beans; quality; label
statement of substandard quality.

51.15 Canned wax beans; identity; label
statement of optional ingredients.

51.16 Canned wax beans; quality; label
statement of substandard quality.

CANNED CORN

51.20 Canned corn, canned sweet corn,
canned sugar corn; identity; label
statement of optional ingredients.

51.21 Canned corn, canned sweet corn,
canned sugar corn; quality; label
statement of substandard quality.

51.22 Canned corn, canned sweet corn,
canned sugar corn where the corn
ingredient is in one of the forms
known as fritter corn, ground corn,
or cream-style corn; fill of con-
taner; label statement of substand-
ard fill.

51.30 Canned field corn; identity; label
statement of optional ingredients.

51.32 Canned field corn where the corn in-
gredient is in one of the forms
known as fritter, field corn, ground
field corn, or cream-style field corn;
fill of containers; label statement
of substandard fill.

CANNED MUSHROOMS

51.503 Canned mushrooms; fill of con-
tainer; label statement of sub-
standard ll.

CANNED VEGETABLES OTHER THAN THOSE
SPECIFICALLY REGULATED

51.990 Canned vegetables other than those
specifically regulated; Identity;
label statement of optional ingre-
dients.

AUTHOarrY: H§ 51.1 to 51.990 issued under
sec. 701 (a), 52 Stat. 1055; 21 U. S. C. 371 (a).
Interpret or apply sec. 401, 52 Stat. 1046, 68
Stat. 54; 21 U. S. C. 241.

CANNED PEAS

§ 51.1 Identity' label statement of op-
tional ingredients. (a) Canned peas is

the food prepared from one of the fol-
lowing optional pea ingredients:

(1) Shelled, succulent peas (Pisum
sativum) of Alaska or other smooth skin
varieties.

(2) Shelled, succulent peas (Pisum
sativum) of sweet, wrinkled varieties.

(3) Shelled, dried peas (Pisum sati-
vum) of Alaska or other smooth skin
varieties,

(4) Shelled, dried peas (Psum sati-
vum) of sweet, wrinkled varieties.

(b) To one such optional pea ingre-
dient water is added.

(c) The following optional ingredients
may be used:

(1) Salt;
(2) Monosodium glutamate;
(3) Sugar;
(4) Dextrose;.
(5) Spice;
(6) Flavoring;
(7) Artificial coloring;

and in case optional pea ingredient (1)
or (3) is used,

(8) Sodium carbonate, sodium bi-
carbonate, sodium hydroxide, calcium
hydroxide, magnesium hydroxide, mag-
nesium oxide, or magnesiuih carbonate
or any mixture or combination of them
in such quantity that the pH of the fin-
ished canned peas is not more than 8, as
determined by the glass electrode method
for the hydrogen ion concentration.

(d) The food may be seasoned with
one or more of the following optional
seasonings:

(1) Green peppers.
(2) Mint leaves.
(3) Onions.
(4) Garlic.
(5) Horseradish.
(e) The food is sealed in a container

and so processed by heat as to prevent
spoilage.

(f) (1) The label shall name the op-
tional peg ingredient present by the use
of the word or words "Early" or "June "
or "Early June," "Sweet" or "Sweet
Wrinkled" or "Sugar," "Dried Early" or
"Dried June" or "Dried Early June,"
"Dried Sweet" or "Dried Sweet Wrin-
kled" or "Dried Sugar."

(2) If spice is present, the label shall
bear the word or words "Spiced" or
"With Added Spice" or "Spice Added."

(3) If flavoring is present, the label
shall bear the words "With Added Fla-
voring" or "Flavoring Added."

(4) If artificial coloring is present, the
label shall state that fact in such man-
ner and form as is provided in § 51.2 (c)

(5) If an optional seasoning ingredi-
ent is used, the label shall bear the words
"Seasoned with Green Peppers," "Sea-
soned with Mint Leaves," :'Seasoned with
Onions," "Seasoned with Qarlic," or
"Seasoned with Horseradish," as the
case may be.

(6) If one or more of the optional in-
gredients named in paragraph (c) (8)
of this section is used, the label shall bear
the statement "Traces of ---- Added,"
the blank to be filled m with the names
of the ingredients used; but in lieu of
such statement the label may bear the
statement "Traces of Alkalis Added."

(7) If monosodium glutamate is used,
the label shall bear the statement
"Monosodium Glutamate Added" or

"With Added Monosodium Glutamitc."
(8) Wherever the name "Peas" ap-

pears on the label so conspicuously as to
be easily seen under customary condi-
tions of purchase, the words and state-
.ments herein specified, showing the op-
tional ingredients present, shall Im-
mediately ,and conspicuously precede or
follow such name without intervenin,
written, printed, or graphic matter, e:-
cept that the specific varietal namo of
the peas may so intervene.

§ 51.2 Quality; label statement o1 sub-
standard quality. (a) The standard of
quality for canned peas Is as follows:

(1) Not more than 4 percent by count
of the peas in the container are spotted
or otherwise discolored;

(2) Standard canned peas are nor-
mally colored, not artificially colored;

(3) The combined weight of pea pods
and other harmless extraneous vegetable
material Is not more than one-half of
1 percent of the drained weight of peas
in the container,

(4) The weight of pieces of peas Is
not more than 10 percent of the drained
weight of peas In the container;

(5) The skins of not more than 25
percent by count of the peas In the con-
tainer are ruptured to a width of J jo
inch or more;

(6) Not less than 90 percent by count
of the peas in the container are crushed
by a weight of not more than 907.2 grams
(2 pounds) and

(7) The alcohol-insoluble solids of
Alaska or other smooth skin varieties
of peas in the container, is not more
than 23.5 percent, and of sweet, wrinkled
varieties, not more than 21 percent.

(b) Canned peas shall be tested by the
following methods to determine whether
or not they meet the requirements of
paragraph (a) of this section:

(1) After determining the fill of the
container as prescribed in § 51,3 (a),
distribute the contents of the container
over the meshes of a circular sieve made
with No. 8 woven-wire cloth which
complies with the specifications for such
cloth set forth on page 3 of "Standard
Specifications for Sieves," published Oc-
tober 25, 1938, by United States Depart-
ment of Commerce, National Bureau of
Standards. The diameter of the sieve
used is 8 Inches If the quantity of the
contents of the container is less than 3
pounds, or 12 Inches if such quantity is
3 pounds or more. Without shifting
the peas, so Incline the sieve as to facili-
tate drainage. Two minutes from the
time drainage begins, remove the peas
from the sieve and weigh them. Such
weight shall be considered to be the
drained weight of the peas.

(2) From the drained peas obtained
in subparagraph (1) of this paragraph,
promptly segregate and weigh the pea
pods and other harmless extraneous veg-
etable material, and the pieces of peas.

(3) From the drained peas obtained
in subparagraph (1) of this paragraph,
take at random a subdivision of 100 to
150 peas, and count them. Immediately
cover these peas with a portion of the
liquid obtained in subparagraph (1) of
this paragraph, and add the remaining
liquid to the drained peas from which the
subdivision was taken. Count those peas
in the subdivision which are spotted or
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otherwise discolored, and also those peas
the skins of which are ruptured to a
width of 'AG inch or more.

(4) Immediately after each pea is ex-
amined by the method prescribed in sub-
paragraph (3) of this paragraph, test
it by removing its skin, placing one
of its cotyledons, with fiat surface down,
on the approximate center of the level,
smooth surface of a rigid plate, lowering
a horizontal disc to the highest point of
the cotyledon, and measuring the height
of the cotyledon. The disc is of rigid
material and is affixed to a rod held
vertically by a support through which
the rod can freely move upward or
downward. The lower face of the disc
is a smooth, plane surface horizontal to
the vertical axis of the rod. A device to
which weight may be added is affixed to
the upper end of the rod. Before low-
ermg the disc to the cotyledon, adjust
the combined weight of disc, rod, and
device to 100 grams. After measuring
the height of the cotyledon, and shift-
ing the plate, if necessary, so that the
cotyledon is under the approximate cen-
ter of the disc, add weight to the device
at a uniform, continuous rate of 12
grams per second until the cotyledon
is pressed to one-fourth its previously
measured height, or until the combined
weight of disc, rod, and device is 907.2
grams (2 pounds) A pea so tested shall
be considered to be crushed when its
cotyledon is pressed to one-fourth its
original height.

(5) Drain the liquid from the peas
which remained after taking the sub-
division as prescribed in subparagraph
(3) of this paragraph. Transfer the
peas to a pan, and rinse them with a
volume of water equal to twice the ca-
pacity of the container from which such
peas were drained in subparagraph (1)
of this paragraph. Immediately dram
the peas again by the method prescribed
in subparagraph (1) of this paragraph.
After the 2 minutes' draining, wipe the
moisture from the bottom of the sieve.
Comminute the peas thus drained, stir
them to a uniform mixture, and weigh
20 grams of such mixture into a 600 cc.
beaker. Add 300 cc of 80 percent alco-
hol (by volume) stir, cover beaker, and
bring to a boil. Simmer slowly for 30
minutes. Fit a Buchner funnel with a
previously prepared filter paper of such
size that its edges extend 1 inch or more
up the vertical sides of the funnel. The
previous preparation of the filter paper
consists of drying it in a fiat-bottomed
dish for 2 hours at 100 ° Centigrade, cov-
ering the dish with a tight-fitting cover,
cooling it in a desiccator, and promptly
weighing. After the filter paper is fitted
to the funnel, apply suction and transfer
the contents of the beaker to the funnel.
Do not allow any of the material to run
over the edge of the paper. Wash the
material on the filter with 80 percent
alcohol (by volume) until the washings
are clear and colorless. Transfer the
filter paper with the material retained
thereon to the dish used in pieparing the
filter paper. Dry the material in a venti-
lated oven, without covering the dish, for
2 hours at 100 ° Centigrade. Place the
cover on the dish, cool it in a desiccator,
and promptly weigh. From this weight,

subtract the weight of the dish, cover,
and paper, as previously found. The
weight in grams thus obtained, multi-
plied by 5, shall be considered to be the
percent of alcohol-insoluble solids.

(c) If the quality of canned pea falls
below the standard prescribed in para-
graph (a) of this section, the label shall
bear the general statement of substand-
ard quality specified in § 10.3 (a) of this
chapter, in the manner and form therein
specified; but in lieu of such general
statement of substandard quality when
the quality of canned peas fall. below
the standard in only one respect, the
label may bear the alternative state-
ment "Below Standard in Quality ------

---" the blank to be filled in with the
words specified after the corresponding
subparagraph number of paragraph (a)
of this section which such canned peas
fail to meet, as follows: (1) "E:xcesive
Discolored Peas", (2) "Artificially Col-
ored"' (3) "ExcessiveForelgn MIate-riar';
(4) "Excessive Broken Peas", (5) "E:-
cessive Cracked Peas", (6) "Not Ten-
der"- (7) "FxcessIvely Mealy." Such
alternative statement shall Immediately
and conspicuously precede or follow,
without intervening written, printed, or
graphic matter, the name "Peas" and
any words and statements required or
authorized to appear with such name by
§ 51.1 (c)

§ 51.3 Fill of container, label state-
ment of substandard fal. La) The stand-
ard of fill of container for canned peas Is
a fill such that, when the peas and liquid
are removed from the container and re-
turned thereto, the leveled peas lIrre-
spective of the quantity of the liquid), 15
seconds after they are so returned com-
pletely fill the container. A container
with lid attached by double seam shall
be considered to be completely filled
when it Is filled to the level - inch
vertical distance below the top of the
double seam; and a glass container shall
be considered to be completely filled
when it is filled to the level K inch
vertical distance below the top of the
container.

(b) If canned peas fall below the
standard of fill of container prescrlbed
in paragraph (a) of this section, the
label shall bear the general statement
of substandard fill specified in § 10.2 (b)
of this chapter, in the manner and form
therein specified.

CANNED BEA17S

§ 51.10 Canned green beans; identity;
label statement of optional ingredients.
(a) Canned green beans is the food pre-
pared from stemmed, succulent pods of
the green-bean plant, and water. It
may be seasoned with salt, monosodium
glutamate, sugar, or dextrose, or any two
or all of these. The pods are prepared
in one or more of the following forms:

(1) Whole pods, including pods which
after removal of either or both ends are
less than 23f, inches in length, or trans-
versely cut pods not less than 2,fi inches
in length. There may be present such
broken pieces of pods as normally occur
in the commercial packing of such
product.

(2) Pods sliced lengthwise.

(3) Pods cut transversely into pieces
le:s than 2"' inches in length but not
le s than inch in length, with or
without shorter end pieces resulting
therefrom.

(4) Pieces of pods of which not less
than 75 percent by count are less than
7 Inch In length and not more than 1
percent by count are more than 1%A
inches in length.
Any such form is an optional ingredi-
ent. Mixtures of two or more optional
ingredients may be used. The food is
sealed in a container and so processed
by heat as to prevent spoilage.

(b) (1) When optional ingredient
specified in paragraph (a) (1) of this
section is used the label shall bear the
word "Whole." If the pods are packed
parallel to the sides of the container the
word "Whole" shall be preceded or fol-
lowed by the words "Vertical Pack:" ex-
cept that when the pods are cut at both
ends and are of substantially equal
lengths, the words "Asparagus Style"
may be used in lieu of the words "Verti-
cal Pac!:."

(2) When optional ingredient speci-
fled in parwgrph 4a) (2) of this section
is used the label shall bear the words
"Sliced LenMwise" or "French Style."

(3) When optional ingredient speci-
fied in paragraph (a) (3) of this section
is used the label shall bear the word
"Cut" or "Cuts."

(4) When optional ingredient speci-
fled in paragraph $a) (4) of this section
is used the label shall bear the words
"Short Cut" or "Short Cuts" or "_-
Inch Cut" or " - Inch Cuts," the
blank to be filled in with the fraction of
an inch which denotes the approximnate
length of the pieces.

$5) When a mixture of two or more of
the optional ingredients specified in
paragraphs (a) (1) to (a) (4) inclusive,
of this section, is used the label shall
bear the statement "Mixture of -----
the blank to be filled in with the com-
bination of the names "Whole," "Sliced
L ng.hwise," "Cut," or "Cuts' and
"Short Cut" or "Short Cuts," designat-
ing the optional ingredients present, and
arranged in the order of predominance,
if any, by weight of such ingredients.

(6) If monozodium glutamate is used,
the label shall bear the statement "Mon-
osodium Glutamate Added" or "With
Added Monosodium Glutamate."

(c) Wherever the name "Green
Beans" appears on the label so conspicu-
ously as to be easily seen under the cus-
tomary conditions of purchase, the words
and statements prezeribed by paragraph
(b) of this section shall immediately
and conspicuously precede or follow such
name, without intervening written,
printed, or graphic matter, except that
there may intervene (1) the designation
of the length of cut. (2) the varietal
name, which may include the word
"Stringless," where the beans are in fact
stringez, and (3) the description of the
green beans as "Stringless," which may
al-o be used between the words "Green!"
and "Beans," where the beans are m fact
stringlezs.

§ 51.11 Canned green beans; quality,
label statement of ;ubstandard quality.
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(a) The standard of quality of canned
green beans is as follows:

When tested by the method prescribed
in paragraph (b) of this section:

(1) In the case of cut beans (§ 51.10
(a) (3)) and mixtures of two or more of
the optional ingredients specified in
§ 51.10 (a) (1) to (a) (4) inclusive, not
more than 60 units per 12 ounces drained
weight are less than 1/2 inch long; Pro-
vzded, That where the number of units
per 12 ounces drained weight exceed 240,
not more than 25 percent by count of
the total units are less than / inch long.

(2) The trimmed pods contain not
more than 25 percent by weight of seed
and pieces of seed.

(3) In case there are present pods or
pieces of pods 2%, inch or more in
diameter, there are not more than 12
strings per 12 ounces of drained weight
which will support 1 pound for 5 sec-
onds or longer.

(4) The deseeded pods contain not
more. than 0.15 percent by weight of
fibrous material.

(5) There are not more than 8 percent
by count of blemished units. A unit is
considered blemished when the aggre-
gate blemished area exceeds the area of
a circle % inch in diameter.

(6) There are not more than 6 un-
stemmed units per 12 ounces of drkined
weight.

(7) The combined weight of loose seed
and pieces of seed is not more than 5 per-
cent of the drained weight. This pro-
vision does not apply in case the green-
bean ingredient is pods sliced length-
wise § 51.10 (a) (2))

(8) The combined weight of leaves,
detached stems, and other extraneous
vegetable matter is not more than 0.6
ounce per 60 ounces drained weight.

(b) Canned green beans shall be
tested by the following method to deter-
mine whether they meet the require-
ments of paragraph (a) of this section.

(1) Distribute the contents of the con-
tainer over the meshes of a circular sieve
which has been previously weighed. The
diameter of the sieve is 8 inches if the
quantity of the contents of the container
is less than 3 pounds, and 12 inches if
such quantity is 3 pounds or more. The
bottom of the sieve is woven-wire cloth.
which complies with the specifications
for such cloth set forth under "2380
Micron (No. 8)" in Table I of "Standard
Specifications for Sieves," published
March 1, 1940, in L. C. 584 of the United
States Department of Commerce, Na-
tional Bureau of Standards. Without
shifting the material on the sieve, so in-
cline the sieve as to facilitate drainage.
Two minutes from the time drainage
begins, weigh the sieve and the drained
material. Record, in ounces, the weight
so found, less the weight of the sieve, as
the drained weight.

(2) Pour the drained material from
the sieve into a flat tray and spread it in
a layer of fairly uniform thickness.
Count the total number of units. For
the purpose of this count, loose seed,
pieces of seed, loose stems, and extrane-
ous material are not to be included. Di-
vide the number of units by the drained
weight recorded in subparagraph (1) of

this paragraph and multiply by 12 to
obtain the number of units per 12 ounces
drained weight.

(3) Examine the drained material in
the tray counting and recording the
number of blemished units, number of
unstemmed units, and, in case the mate-
rial consists of the optional ingredient
specified in paragraph (a) (3) of this
section or a mixture of two or more of
the optional ingredients specified in
§ 51.10 (a) (1) -to (4) inclusive, count
and record the number of units which
are less than 2 inch long. If the num-
ber of units per 12 ounces is 240 or less,
divide the number of units which are less
than i/2 inch long by the drained weight
recorded in subparagraph (1) of this par-
agraph and multiply by 12 to obtain the
number of such units per 12 ounces
drained weight. If the number of units
per 12 ounces exceeds 240, divide the
number of units less than 1/2 inch long
by the total number of units and multiply-
by 100 to determine the percentage by
count of the total units which are less
than 1/2 inch long.

Divide the number of blemished units
by the total number of units in the con-
tamer and multiply by 100 to obtain the
percentage by count of blemished units
in the container.

Divide the number of unstemmed units
by the drained weight recorded in sub-
paragraph (1) of this paragraph and
multiply by 12 to obtain the number of'
unstemmed units per 12 ounces of
drained weight.

(4) Except in the case of pods sliced
lengthwise, remove the loose seed and
pieces of seed, weigh and record weight
and return to tray. Divide the weight
of loose seed and pieces of seed by the
drained weight recorded in subparagraph
(1) of this paragraph and multiply by
100 to obtain -the percentage by weight
of loose seed and pieces of seed in the
drained material.

(5) Remove from the tray the extra-
neous vegetable material, weigh, record
weight, and return to tray.

(6) Remove from the tray one or more
representative samples of 3 to 4 ounces,
covering each sample as taken to prevent
evaporation. If the tray includes pods or
pieces of pods 27/04 inch or more in diam-
eter, weigh and record weight in ounces
of each representative sample.

(7) From each representative sample
selected in subparagraph (6) of this par-
agraph discard any loose seed and ex-
traneous vegetable material and detach
and discard any attached stems. Except.
with optional ingredient specified m
§ 51.10 (a) (2) (pods sliced lengthwise),
trim off, as far as the end of the space
formerly occupied by the seed, any por-
tion of pods from which seed have be-
come separated. Remove and discard
any portions of seed from the trimmings
and reserve the trimmings for subpara-
graph (9) of this paragraph. Weigh
and record the weight of the trimmed
pods. Deseed the trimmed pods and
reserve the deseeded pods for subpara-
graph (9) of this paragraph. If the
original container contained pods 27/Y4
inch or more in diameter, remove strings
from the pods during the deseeding

operation. Reserve these strings for
testing as prescribed in subpavagraph
(8) of this paragraph. Collect the seed
on a sieve of mesh fine enough to retain
them, and so distribute them that any
liquid drains away. Weigh the seed, di-
vide by the weight of the trimmed pods,
and multiply by 100 to obtain the per-
centage by weight of seed in the trimmed
pods.

In the case of pods sliced lengthwise,
remove seed and pieces of seed and re-
serve the deseeded pods for use as pre-
scribed in subparagraph (9) of this
paragraph.

(8) If strings have been removed for
testing, as prescribed in subparagraph
(7) of this paragraph, test them as
follows:

Fasten clamp, weighted to / pound, to
one end of the string, grasp the other end
with the fingers (a cloth may be used to
aid in holding the string), and lift gen-
tly Count the string as tough if it sup-
ports the /2-pound weight for at least 5
seconds. If the string breaks before 5
seconds, test such parts into which it
breaks as are J/2 inch or more in length
and If any such part of the string sup-
ports the 1/-pound weight for at leaA
5 seconds count the string as tough. DI-
vide the number of tough strings by the
weight of the sample recorded In sub-
paragraph (6) of this paragraph and
multiply by 12 to obtain the number of
tough strings per 12 ounces drained
weight.

(9) Combine the deseeded pods with
the trimmings reserved in subparagraph
(7) of this paragraph, and, if strings
were tested as prescribed in subpara-
graph (8) of this paragraph, add such
strings, broken or unbroken. Weigh
and record weight of combined material.
Transfer to the metal cup of a malted-
milk stirrer and mash with a pestle,
Wash material adhering to the pestle
back into cup with 200 cc. of boiling
water. Bring mixture nearly to a boil,
add 25 cc. of 50 percent (by weight) so-
dium hydroxidesolution and bring to a
boil. (If foaming is excessive, 1 co. of
capryl alcohol may be added.) Boil for
5 minutes, then stir for 5 minutes with
a malted-milk stirrer capable of a no-
load speed of at least 7200 r. p. m. Use
a rotor with two scalloped buttons
shaped as shown in the diagram in
Exhibit 1.

EXHIBIT 1

TWO BUTTON
ROTOR

SCALLOPED
BUTTONS
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Transfer the material from the cup
to a previously weighed 30-mesh monel
metal screen having a diameter of about
3 V to 4 inches and side walls about 1
inch high, and wash fiber on the screen
with a stream of water using a pressure
not exceeding a head (vertical distance
between upper level of water and out-
let of glass tube) of 60 inches, delivered
through a glass tube 3 inches long and
1/8 inch inside diameter inserted into a
rubber tube of % inch inside diameter.
Wash the pulpy portion of the material
through the screen and continue wash-
mg until the remaining fibrous material,
moistened with phenolphthalem solu-
tion, does not show any red color after
standing 5 minutes. Again wash to re-
move phenolphthalem. Dry the screen
containing the fibrous material for 2
hours at 1000 C., cool, weigh, and deduct
weight of screen. Divide the weight of
fibrous material by the weight of com-
bined deseeded pods, trmmngs, and
strings and multiply by 100 to obtain
the percentage of fibrous material.

(10) If the drained weight recorded in
.subparagraph (1) of this paragraph was
less than 60 ounces, open and examine
separately for extraneous material, as
directed in subparagraph (5) of this
paragraph, additional containers until a
total of not less than 60 ounces of drained
material is obtained. To determine the
combined weight of extraneous vegetable
material per 60 ounces of drained
weight, total the weights of extraneous
vegetable material found in all contain-
ers opened, divide this sum by the sum
oZ the drained weights in these contain-
ers and multiply by 60.

(c) If the quality of the canned green
beans falls below the standard of quality
prescribed by paragraph (a) of this sec-
tion, the label shall bear the general
statement of substandard quality speci-
fied in § 10.3 (a) of this chapter, in the
manner and form therein specified, but
in lieu of the words prescribed for the
second line inside the rectangle the fol-
lowing words may be used, when the
quality of canned green beans falls below
the standard in one only of the following
respects:

(1) "Excessive Number Very Short
Pieces," if the canned green beans fail
to meet the requirements of paragraph
(a) (1) of this section.

(2) "Excessive Number Blemished
Units," if they fail to meet the require-
ments of paragraph (a) (5) of this sec-
tion.

(3) "Excessive Number Unstemmed
Units," if they fail to meet the require-
ments of paragraph (a) (6) of this sec-
tion.

(4) "Excessive Foreign Mlaterial," if
they fail to meet the requirement of
paragraph (a) (8) of this section.

§ 51.15 Canned wax beans; identity;
label statement of optional ingredients.
(a) Canned wax beans conforms to the
definition and standard of identity, and
is sub3ect to the requirements for label
statement of optional ingredients pre-
scribed for canned green beans by § 51.10
(a) and (b) except that it is prepared
from stemmed, succulent pods of the
wax-bean plant.

(b) Wherever the name "Wax Beans"
appears on the label so conspicuously as
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to be easily seen under the customary
conditions of purchase, the words and
statements prescribed by paragraph (a)
of this section shall Immediately and
conspicuously precede or follow such
name, without intervening written,
printed, or graphic matter, except that
there may intervene (1) the designation
of the length of cut, (2) the varietal
name, which may include the word
"Stringless" where the beans are In fact
stringless, and (3) the description of the
wax beans as "Stringless," which may
also be used between the words "Wax"
and "Beans," where the beans are in
fact stringless.

§ 51.16 Canned wax beans; quality;
label statement of substandard quality.
(a) The standard of quality for canned
wax beans is that prescribed for canned
green beans by § 51.11 (a) and ib)

(b) If the quality of canned wax beans
falls below the standard of quality pre-
scribed by paragraph (a) of this section
the label shall bear the statement of
substandard quality In the manner and
form specified in § 51.11 (c) for canned
green beans.

CAIED COfi'J

§ 51.20 Canned corn, canned sreet
corn, canned sugar corn; identity; label
statement of optional ingredients. (a)
Canned corn, canned sweet corn, canned
sugar corn is the food consisting of one
of the corn ingredients specified in para-
graph (b) of this section, wIth water
necessary for proper preparation and
processing. It may be seasoned or gar-
rushed with one or more of the following
optional ingredients:

(1) Salt.
(2) Monosodium glutamate.
(3) Sugar (sucrose)
(4) Pieces of sweet red peppers or

sweet green peppers or hot red peppers
or hot green peppers or a mixture of any
two or more of these.
It is sealed in a Sontainer and co proc-
essed by heat as to prevent spoilage.

(b) The corn ingredients referred to
in paragraph (a) of this section consist
of succulent sweet corn of the white or
yellow color groups, or mixtures of theze,
and are as follows:

(1) Cut kernels from which the hulls
have not been separated.

(2) Pieces of the inner portion of the
corn kernel substantially free from hull.

(3) Ground kernels from which the
hulls have not been separated.

(4) A mixture of the form described In
subparagraph (1) of this paragraph with
one or both of the forms described In
subparagraphs (2) and (3) of this para-
graph. When necessary to insure
smoothness, starch may be added, in a
quantity not more than sufilclent for
that purpose.

(5) Cut and cooked kernels from
which most of the moisture has been
evaporated.
In preparing each of the foregoing corn
ingredients, the tip caps are removed.

(e) (1) The name of the food is:
"Corn" or "Sweet Corn" or "Sugar Corn"
with the name of the color group used,
"White," "Yellow," or "Golden," or with
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the namez of the color groups used,
"White and Yellow" or "White and
Golden," when the white color group
predominates, and "Yellow and White"
or "Golden and White," when the yel-
low color group predominates, and with:

(1) The words "Whole Kenel" or
'Wole Grain," when the corn ingredi-
ent specified In paragraph (b) (1) of this
section is us3d. When the welght of the
liquid in the container, as determined
by the method prescribed in § 51.21 (b)
(1), is not more than 20 percent of the
net weight., and the container is closed
under conditions creating a high vacuum
in the container, the words "Vacuum
Pack" or "Vacuum Packed" also are part
of the name.

(it) The word "Fritter" when the corn
ingredient specified in paragraph (b) (2)
of this section Is used.

(i11) The word "Ground," when the
corn ingredient specified it paragraph
(b) (3) of this section is used.

(1v) The words "Cream Style," when
the corn ingredient specified in para-
graph (b) (4) of this section Isused.

(v) The word "Evaporated," when the
corn ingredient specified in paragraph
(b) (5) of this section is used.

(2) The parts of the name as specified
in subparagraph (1) of this paragraph
may be arranged In any order of prece-
dence. The varietal name of the corn
used may intervene between parts of the
name of the food. For the purpose of
arrangement of the name, the words
"Swcet" and "Corn" may be treated as
separate parts of the name. When the
varietal name immediately precedes or
follows the name or intervenes between
parts of the name of the food and it ac-
curately des=gnates the color of the corn
inredient, no other designation of the
color group need be made.
(d) (I When the optional seasoning

or garnishing ingredient specified in
paragraph (a) (4) of this section is used,
the label shall bear the words "With

-- peppers," the blanks
being filled in with the words "red" or
"green" or both, to show the color of
peppers u2ed, and "sweet" or "hot" or
both, to chow the hind of peppers used, as
for example "With green sweet peppers!"
or "With hot red peppers."

(2) If monosodium glutamate is used,
the label shall bear the statement
"Monozodium Glutamate Added" or
"With Added Monosodium Glutamate."
" (3) When the optional starch ingre-
dient specified in paragraph (b) (4) of
this section Is used, the label shall bear
the statement "Starch added to insure
smoothnezs."
(e) Wherever the name of the food

appears on the label so conspicuously as
to be easily seen under customary con-
ditions of purchase, the words and state-
ments prescribed by paragraph (d) of
this section shall immediately and con-
spicuously precede or follow such name,
without intervening written, printed, or
graphic matter, except that the varietal
name of the corn used may so intervene.

§ 51.21 Canned corn, canned sweet
corn, canned sugar corn; quality; label
statement of substandard quality. (a)
The standard of quality for canned corn
is as follows:



RULES AND REGULATIONS

(1) When tested by the method pre-
scribed In paragraph (b) of this section,
canned corn in which the corn ingre-
dient is whole-kernel corn (§ 51.20 (b)
(1)) or evaporated corn (§ 51.20 (b)
(5))

(i) Contains not more than one brown
or black discolored kernel or piece of
kernel for each 2 ounces of drained
weight;

(i) Contains not more than 1 cubic
centimeter of pieces 6f cob for each 14
ounces of drained weight;

(ill) Contains not more than 1 square
inch of husk for each 14 ounces of
drained weight; and
(iv) Contains not more than ' inches

of silk for each 1 ounce of drained weight.
(2) When tested by the method pre-

scribed in paragraph (c) of this section,
canned corn in which the corn ingredi-
ent is fritter corn (§ 51.20 (b) (2)),
ground corn (§ 51.20 (b) (3)) or cream-
style corn (§ 51.20 (b) (4))

(I) Contains not more than one brown
or black discolored kernel or piece of ker-
nel for each 2 ounces of net weight;

(i) Contains not more than 1 cubic,
centimeter of pieces of cob for each 20
ounces of net weight;

(ii) Contains not more than I square
Inch of husk for each 20 ounces of net
weight;

(iv) Contains not more than 6 inches
of silk for each 1 ounce of net weight;
and

(v) Has a consistency such that the
average diameter of the approximately
circular area over which the prescribed
sample spreads does not exceed 12 inches,
except that, in the case of cream-style
corn the washed drained material of
which contains more than 20 percent of
alcohol-insoluble solids, the average di-
ameter of the approximately circular
area over which the prescribed sample
spreads does not exceed 10 inches.

(3) (1) The weight of the alcohol-in-
soluble solids of whole-kernel corn
(§ 51.20 (b) (1)) does not exceed 27 per-
cent of the drained weight, when tested
by the method prescribed in paragraph
(b) of this section.

(i) The weight of the alcohol-insolu-
ble solids of the washed drained material
of cream-style corn (§ 51.20 (b) (4))
does not exceed 27 percent of the weight
of such material, when tested by the
method prescribed in 15aragraph (c) of-
this section.

(b) The method referred to In para-
graph (a) of this section for testing
whole-kernel corn (§ 51.20 (b) (1)) and
evaporated corn (§ 51.20 (b) (5)) is as
follows:

(1) Determine the gross weight of the
container. Open and distribute the con-
tents of the container over the meshes
of an 8-mesh circular sieve which has
previously been weighed. The diame-
ter of the sieve is 8 inches if the quan-
tity of the contents of the container is
less than 3 pounds;, and 12 inches if such
quantity is 3 pounds or more. The bot-
tom of the sieve is woven-wire cloth
which complies with the specifications
for such cloth set forth under "2380
Micron (No. 8)" in Table I of "Stand-
ard Specifications for Sieves," published
March 1, 1940, in L,. C. 584 of the U. S.
Department of Commerce, *National Bu-

reau of Stdndards." -Without shifting
the material on the sieve, so incline the
sieve as to facilitate drainage. Two
minutes from the time drainage begins,
weigh the sieve and the drained material
Record, in ounces, the weight so found,
less the weight of the sieve, as the
drained weight. Dry and weigh the
empty container and subtract this weight
from the gross weight to obtain the net
weight. Calculate the percent of drained
liqind in the net weight.

(2) Pour the drained material from
the sieve into a flat tray and spread it
in a layer of fairly uniform thickness.
Count, but do not remove, the brown or
black discolored kernels or pieces of
kernel and calculate the number per 2
ounces of drained material. Remove
pieces of silk more than -Inch long,
husk, cob, and any pieces of material
other than corn. Measure the aggre-
gate length of such pieces of silk and
calculate the length of silk per 1 ounce
of drained weight. Spread the husk flat,
measure its aggregate area, and cal-
culate the area of husk per 14 ounces of
drained weight. Place all pieces of cob
under a measured amount of water in
a cylinder which is so graduated that
the volume can be measured to 0.1 cubic
centimeter. Take the increase in volume
as the aggregate volume of the cob and
calculate the volume of cob per 14 ounces
of drained weight.

(3) If the corn is whole kernel (§ 51.20
(b) (1)) commnute a r-presentative
100-gram sample of the drained corn
from wich the silk, husk, cob, and other
material which is not corn (i. e., peppers)
have been removed. An equal amount
of water is used to facilitate this opera-
tion. Weigh to nearest 0.01 gram a per-
tibn of the -comminuted material equiva-
lent to approximately 10 grams of the
drained corn into a 600-cubic centimeter
beaker. Add -00 cubic centimeters of
80-percent alcohol (by volume) stir,
cover beaker, and bring to a boil Sim-
mer slowly for 30 minutes. Fit a Buch-
ner funnel with a previously prepared
filter paper of such size that its edges
extend /2 inch or more up the vertical
sides of the funnel. The previous prepa-
ration of the filter paper consists of dry-
ing it in a flat-bottomed dish for 2 hours
at 100' C., covering the dish with a tight-
fitting cover, cooling it in a desiccator,
and promptly weighing to the nearest
0.001 gram. After the filter paper is
fitted to the funnel, apply suction and
transfer the contents of the beaker to
the funnel. Do not allow any of the
material to run over the edge of the
paper. Wash the material on the filter
with 80-percent alcohol (by volume)
until the washings are clear and color-
less. Transfer the filter paper with the
material retained thereon to the dish
used in preparing the filtc paper. Dry
the material in a ventilated oven, with-
out covering the dish, for 2 hours at 1000
C. Place the cover on the dish, cool it
in a desiccator, and promptly weigh to
the nearest 0.001 gram. From this
weight subtract the weight of the dish,
cover, and paper as previously found.
Calculate the remainder to percentage.

(c) The method referred to in para-
graph (a) of this section for testing
fritter corn (§ 51.20 (b) (2)), ground

-corn (§ 51.20 (b) (3)) and cream-style
corn (§ 51.20 (b) (4)) is as follows:

(1) Allow the container to stand at
least 24 hours at a temperature of 680 It'.
to 850 P Determine the gross weight,
open, transfer the contents Into a pan,
and mix thoroughly In such a manner
as not to incorporate air bubbles. (If
the net contents of a single container is
less than 18 ounces, determine the gross
weight, open, and mix- the contents of
the least number of containers necessary
to obtain 18 ounces.) Fill level full a
hollow, truncated cone so placed on a
polished horizontal plate as to prevent
leakage. The cone has an Inside bottom
diameter of 3 inches, Inside top diam-
eter of 2 Inches, and height of 42,51
Inches. As soon as the cone is filled, lift
it vertically. Determine the average of
the longest and shortest diameters of the
approximately circular area on the plato
covered by the sample 30 seconds after
lifting the cone. Dry and weigh each
empty container and subtract the weight
so found from the gross weight to obtain
the net weight.

(2) Transfer the material fromn the
plate, cone, and pan onto an 8-mesh
sieve as prescribed in paragraph (b) (1)
of this section. The diameter of the
sieve Is 8 Inches If the quantity of tlo
contents of the container is less than 3
pounds, and 12 Inches If such quantity Is
3 pounds or more. Set the sieve in a
pan. Add enough water to bring the
level within % Inch to 3/4 inch of the
top of the sieve. Gently wash the mate-
rial on the sieve by combined up-and-
down and circular motion for 30 seconds,
Repeat washing with a second portion
of water. Remove sieve from pan, in-
cline to facilitate drainage, and drain
for 2 minutes.

(3) From the material remaining on
the 8-mesh sieve, count, but do not re-
move, the brown or black discolored ker-
nels or pieces of kernel and calculate the
number per 2 ounces of not weight. Re-
move pieces of silk more than t1 -Inch
long, husk, cob, and other material which
is not corn (i. e., peppers) Measure
aggregate length of such pieces of sillk
and calculate the length per ounce of
net weight. Spread the husk flat and
measure Its aggregate area and calculate
the area per 20 ounces of net weight.
Place all pieces of cob under a measured
amount of water In a cylinder which Is
so graduated that the volume may be
measured to 0.1 cubic centimeter. Take
the increase In volume as the aggregate
volume of the cob and calculate the
volume of cob per 20 ounces of not
weight. If the corn Is cream-style corn
(§ 51.20 (b) (4)), take a representative
100-gram sample of the material re-
maining on the 8-mesh sieve (if such ma-
terial weighs less than 100 grams take
all of it) and determine the alcohol-
insoluble solids as prescribed In para-
graph (b) (3) of this section for whole-
kernel corn,

(d) If the quality of canned corn falls
below the standard prescribed in para-
graph (a) of this section, the label shall
bear the general statement of substand-
ard quality specified in § 10.2 (a) of this
chapter, in the manner and form therein
specified; however, if the quality of the
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canned corn falls below standard with
respect to only one of the factors of
quality specified by subdivisions (I) to
(iv) of paragraph (a) (1) of this Sec-
tion, or by subdivisions (I) to (v) of
paragraph (a) (2) of this section, there
may be substituted for the second line
of such general statement of substand-
ard quality, "Good Food-Not High
Grade," a new line as specified ifter the
corresponding subdivision designation of
paragraph (a) of this section which the
canned corn fails to meet:
(1) (i) or (2) (i) "Excessive discolored

kernels."
(1) (ii) or (2) (ii) "Excessive cob."
(1) (iii) or (2) (iii) "Excessive husk."
(1) (iv) or (2) (iv) "Excessive silk."
(2) (v) "Excessively liquid."
§ 51.22 Canned corn, canned sweet

corn, canned sugar corn- where the corn
ingredient is in one of the forms known
as fritter corn, ground corn, or cream-
style corn; fill of container" label state-
ment- of substandard JIll (a) The
standard of fill of container for canned
corn where the corn ingredient is in one
of the forms known as fritter corn
(Q 51.20 (b) (2)) ground corn (§51.20
(b) (3)) or cream-style cQrn CQ 51.20
(b) (4)) is a fill of not less than 90 per-
cent of the total capacity of the con-
tainer, as determined by the general
method for fill of containers prescribed
in § 10.1 (b) of this chapter.
(b) If canned fritter corn, canned

ground corn, or canned cream-style corn
falls below the standard of fill of con-
tamer prescribed in paragraph (a) of
this section, the label shall bear the gen-
eral statement of substandard fill speci-
fied in § 10.2 (b) of this chapter, in the
manner and form therein specified.

§ 51.30 Canned field corn; identity;
label statement of optional ingredients.
a) Canned field corn conforms to the

definition and standard of identity, and
is subject to the reqirements for label
statement of optional ingredients, pre-
scribed for canned corn by § 51.20, except
that the corn ingredient consists of suc-
culent field corn or a mixture of succulent
field corn and succulent sweet corn.

(b) The name of the food conforms to
the name specified in § 51.20 (c) except
that the words "Corn," "Sweet Corn,"
and "Sugar Corn" are replaced by the
words "Field Corn," and the term
"Golden Field Corn" is not used.
§ 51.32 Canned field corn where the

corn ingredient is in one of the forms
known as fritter field corn, ground field
corn, or cream-style field corn; fill of
container- label statement of substand-
ard fill. Each of the foods canned fritter
field corn, canned ground field corn, and
canned cream-style field corn conforms
to the standard of fill of container and
label statement of substandard fil pre-
scribed for canned fritter corn, canned
ground corn, and canned cream-style
cornby § 51.22 (a) and (b).

CANflED 1USEHMOO1S

§ 51.503 Canned mushrooms; fill of
container- label statement of substand-
ard fill. The standard of fill of con-
tamer for canned mushrooms is a fill
such that:

No. 246-Pt. 11-13
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(a) The weight of drained mushrooms
in a container the dimensions of which
are specified in the following table Is not
less than the weight of drained muah-
rooms prescribed In such table for such
container:

0vet.atl d" : Wcnht

Trade dcst-natlon draW'>-

Dlimctcr Ir ¢! t rflZ-

lhe rs rrc.¢ -es t'I

211 x 212-....... 2111c 51_M C3 . . .. 3 4
507x 510 311o 6' i0
Z,6 I 7C6........ G~ O 7 j 3

(b) The drained weight of mushrooms
in containers of a size not specifled in
paragraph (a) of this section Is not lezs
than 56 percent of the water capacity
of the container, if such water capacity
is less than 11.0 ounces avoirdupois; not
less than 59 percent of the water capac-
ity of the container, if such water ca-
pacity is 11.0 ounces or more but less
than 25 ounces avoirdupois; and not
less than 62 percent of the water ca-
pgcity of the container, f such water
capacity is 25 ounces avoirdupois or
more.

(c) Water capacity of containers is
determined by the general method pro-
vded in § 10.2 of this chapter.

(d) Drained weight I- determined by
the following method: Tlilt the opened
container so as to distribute the con-
tents evenly over the meshes of a cir-
cular sieve which has been prevlouzly
weighed. The diameter of the sieve is
8 inches if the quantity of contents of
the container Is less than 3 pounds, and
12 inches if such quantity is 3 pound or
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more. The bottom of the sieve Is woven-
wire cloth which complies with the spec-
fications for such cloth set forth under

"23C0 Micron (GTo. 8)" in table I of
"Standard Specifications for Sieves,"
published March 1, 1940. In L. C. 584 of
the U. S. Department of Commerce,
lNational Bureau of Standards. Without
shifting the material on the sieve, so in-
cline the sieve as to facilitate drainage.
Two minutes after drainage begius,
welgh the sieve and drained mushrooms.
The welght so found, less the weight of
the sieve, shall be considered to be the
weight of drained mushrooms.
(e) If canned mushrooms fall below

the applicable standard of fill of con-
tainer prezcribed in paragraph (a) or
(b) of this section, the label shall bear
the general statement of substandard
fill sp-cified n 15 10.3 (b) of this chapter,
In the manner and form therein speci-
fled.

CAxINIM VZOMTAMI s Orins THA17 THOM
SPrClrIMCLY rEEGUr ."Er

§ 51.990 Canned vegetables other than
those pecificaly reguZlated, identity;
label statement of optional ingredierts.
(a) The canned vegetables for which
definitions and standards of Identity are
prezaribcd by this section are those
named in column I of the table sat forth
in para-Taph (b) of this section. The
vegetable ingrcdiant in each such canned
vegetable Is obtained by proper prepara-
tion from the succulent vegetable pre-
scribed In column 3: of such table. If
two or more forms of such Ingredient are
designated In column UI of such table,
the vegetable in each such form is an
optional Inredient.

(b) The table referred to In paragraph
(a) of this section is as follows:

I U HI

V ta 1c, Esu "

iBean s~~t ......SheliS ed ns...................

LIma bers or buttor t bn...

Btec ..................

a roll ................

Craross. ts__

Caullfloirr -.........

DP~dclloa r......

=r &rocru ztc Ik cr:'z cr

t.3 nt.

Thri, an On-c zbqat-flir~ or

rcnd i " ::I u. 1FrhnhI

tj~uti t V

5ix'u t cfr a L:tk Up IZZ3k

iiourlr-':lu11.

~nth-. rrc

LAcu (-A id

Symun fru wi carzo' ttL Up.=...

CL n: c I t rut Ln r e!L=.

FLal L o f th=ML -2 L ir

~ ci Ilurei':!, Z!tt3
C ---p Pn t.r iIei~bcm.......

~tenOL . grdC ...... I C3 L .cI tLf o r ,  
t .... . _ .......0h . ... of Pr o .ant..

vrg1!; hf cf.UVc Cr LbCIcd; whos!.

bec-Atr- zvCi b, t _ urte-..

Titr.

Cut Etz , cr at .-.
B: , I cut3 or cut-ti;- rrcmoved

MWo~o rif-c5 or rZlyd; qeztmr cr
qe=z-id- dL-a or dtxdi; Mt; rlz:-

DI,.

zm5 £tcm2
orhLz'd; cit.

Artt okc .... Fb;vcr uh f lho arff k 9 ,L u t . ...
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Name or synonym of canned Source Optional forms of vegetable ingredient
vegetable

Parsnips ..................... Root of the parsnip plant --------------- Whole; quarters or quartered; slices or
sliced; cut; shoestring or French styleor Julienne.

Black-eyo peas or black-eyed Seed shelled from pods of the black-eye pea

pew. plant, with or without snaps (pieces of
immature unshelled pods).

Field peas .................... Seed shelled from pods of the field pea
plant (ether than the black-eye pea
plant), with or without snaps (pieces of
immature unshelled pods).

Green sweet peppers ---------- Green pods of the sweet pepper plant-..... Whole; halves or halved; pieces.
led sweet peppers --------- Red-ripe pods ofthe sweat pepper plant-... Do.

Pimientosor plmentos -------- Red-ripepodsof the pimiento, or pimento, Do.
ppper plant.

Potatoes-----------------Tuber of the potato plant ---------------- Whole; slices or sllced
, dice or diced;

pieces; shoestring or French style or
julienne.

Sweetpotatoes ................ Tuber of the sweetpotato plant ---------- Whole; pieces; mashed.
Rutabagas ---------------- Root of the rutabaga plant -------------- Whole; quarters or quartered; slices orsliced; dice or diced; cut.
Salsify ........................ 

Root of the salisfy plant.

Spinach .............. . Leaves of the spinach plant.
Swis chard..-::::::: :---- Leaves of the Swiss chard plant.
Tr ealles .----------------- Fruit of the truffle.
Turnip greens -------------- Leaves of the turnip plant.
Turnips --------------------- Root of tlie turnip plant .------------------ Do.

(c) To the vegetable ingredient water
is added; except that pimientos may be
canned with or without added water, and
sweet potatoes in mashed form are
canned without added water, and as-
paragus may be canned with added
water, asparagus juice, or a mixture of
both. For the purposes of this section,
asparagus juice is the clear, unfer-
mented liquid expressed from the
washed and heated sprouts or parts of
sprouts of the asparagus plant; mixtures
of asparagus juice and water are con-
sidered to be water when such mixtures
are used as a packing medium for
canned asparagus. In the case of arti-
chokes, citric acid or a vinegar is added
In such quantity as to reduce the pH of
the finished canned vegetable to 4.5 or
below. The following optional ingredr-
ents, in the case of the vegetables speci-
fled, may be added:

(1) Citric acid or a vinegar, in the
cases of all vegetables (except artichokes,
in which such ingredient is prescribed,
and except canned mushrooms, in which
no such ingredient is permitted) in a
quantity not more than sufficient to per-
mit effective processing by heat without
discoloration or other impairment of the
article.

(2) An edible vegetable oil, in the
cases of artichokes and pimientos.

(3) In the case of potatoes, purified
calcium chloride, calcium sulfate, cal-
cium citrate, monocalcium phosphate, or
any mixture of two or more such calcium
salts, in a quantity reasonably neces-
sary to firm the potatoes, but in no
case in a quantity such that the calcium
contained in any such calcium salt or
mixture Is more than 0.051 percent of the
weight of the finished food.

(4) Snaps, in the cases of shelled
beans, black-eyed peas, and field peas.

(5) Salt may be added to any of the
canned vegetables in this section, in a
quantity sufficient to season the food.

(6) In the cases of all vegetables (ex-
cept canned mushrooms) one or more of'
the following optional seasoning ingredi-
ents may be added in a quantity suffi-
cient to season the food:

(I) A vinegar.
(iI) Spice. -
(iII) Refined sugar (sucrose)

(iv) Refined corn sugar (dextrose)
(7) In the case of canned mushrooms,

ascorbic acid (vitamin C) may be added
in a quantity not to exceed 37.5 milli-
grams for each ounce of drained weight
of mushrooms.

(8) In the cases of all vegetables,
monosodium glutamate may be added in
a quantity sufficient to season the food.
The food is sealed in a container, and 'so
processed by heat as to prevent spoilage.

(d) The name of each canned vege-
table for which a definition and stand-
ard of identity is prescribed by this
section is the name of any synonym
thereof whereby such vegetable is desig-
nated in column I of the table in para-
graph (b) of this section.

(e) If two or more forms of the vege-
table are specified in column III of the
table in paragraph (b) of this section,
the label shall bear the specified word or
words, or in case synonyms are so speci-
fled, one of such synonyms, showing the
form of the vegetable ingredient present.

(f) (1) If the optional ingredient spec-
ified in paragraph (c) (2) of this section
is present, the label shall bear the state-
ment ----- Oil Added" or "With
Added ----- Oil," the blank
being filled in with the common or usual
name of the oil.

(2) If the optional ingredient speci-
fled in paragraph (c) (3) of this section
is present, the label shall bear the state-
ment "Trace of --------- Added" or
"With Added Trace of -------
the blank being filled in with the tords
"Calcium Salt" or 'Calcium Salts," as
the case may be, or with the name or
names of the particular calcium salt or
salts added.

(3) If the optional ingredient steel-
fled in paragraph (c) (4) of this section
is present, the label shall bear the state-
ment "With Snaps."

(4) If optional seasoning ingredient
of paragraph (c) (6) (i) of this section
Is present, the label shall bear the state-
ment "Seasoned with Vinegar" or "Sea-
soned with --------- Vinegar," the
blank being filled in with the common or
usual name of the vinegar.

(5) If optional seasoning ingredient
of paragraph (c) (6) (H) of this section
is present, the label shall bear the state-

ment "Spice Added" or "With Added
Spice."

(6) If a vinegar, spice, and vegetable
oil, or any two of these are present, the
label may bear, in lieu of the statements
prescribed in this section, showing the
presence of such ingredients, a combina-
tion of such statements, as for example,
"'With Added Cider Vinegar, Spice, and
Olive Oil."

(7) If asparagus Juice is used as a
packing medium in canned asparagus,
the label shall bear the statement
"Packed in Asparagus Juice."

(8) If monosodium glutamate is used,
the label shall bear the statement
"Monosodium Glutamate Added" or
"With Added Monosodium Glutamate."

(g) Wherever the name of the vege-
table appears on the label so conspicu-
ously as to be ,easily seen under cus-
tomary conditions of purchase, the
words and statements specified in para-
graphs (e) and (f) of this section shall
immediately and conspicuously precede
or follow such name, without interven-
ing written, printed, or graphic matter,
except that the varietal name of the
vegetable may so intervene.

PART 53-TOMATO PRODUCTS; DEFINITIONS
AND STANDARDS OF IDENTITY; QUALITY;
AND FILL OF CONTAINER

Sec.
53.1 Tomato juice; Idontity.
53.5 Yellow tomato juice; identity.
53.10 Catsup, ketchup, catchup; identity:

label statement of optional Ingredi-
ents.

63.20 Tomato puree, tomato pulp, Identity;
label statement of optional ingredi-
ents.

53.30 Tomato paste: identity: label state-
ment of optional ingredients.

53.40 Canned tomatoes; Identity; label
statement of optional Ingredients.

53.41 Canned tomatoes; quality; label state-
ment of substandard quality,

53.42 Canned tomatoes; 1111 of container: la.
bel statement of substandard fill.

Amorr: Hi 53.1 to 53.42 imaued under
sec. 701 (a), 52 Stat. 1055; 21 U. S. 0. 871 (a),
Interpret or apply sec. 401, 52 Stat. 1040, 00
Stat, 54; 21 U. S. C. 341.

§ 53.1 Tomato juice; identity. To-
mato juice is the unconcentrated liquid
extracted from mature tomatoes of red
or reddish varieties, with or without
scalding followed by draining. In the
extraction of such liquid, heat may be
applied by any method which does not
add water thereto. Such liquid Is
strained free from skins, seeds, and other
coarse or hard substances, but carries
finely divided insoluble solids from the
flesh of the tomato. Such liquid may be
homogenized, and may be seasoned with
salt. When sealed in a container it is
so processed by heat, before or after
sealing, as to prevent spoilage.

§ 53.5 Yellow tomato juice; identity,
Yellow tomato juice is the unconcoei.
trated liquid extracted from mature to-
matoes of yellow varieties. It conforms,
in all other respects, to the definition
and standard of Identity for tomato
juice prescribed in § 53.1.

§ 53.10 0 a t s u p, etclitp, catchup;
identity; label statement of optional in.
gredients. (a) Catsup, ketchup, catchup,
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is the food prepared from one or any
combination of two or all of the follow-
ing optional ingredients:

(1) The liquid obtained from mature
tomatoes of red or reddish varieties.

(2) The liquid obtained from the resi-
due from preparing such tomatoes for
canning, consisting of peelings and cores
with or without such tomatoes or pieces
thereof.

(3) The liquid obtained from the.res-
idue from partial extraction of juice
from such tomatoes.
Such liquid is obtained by so strainng
such tomatoes or residue, with or without
heating, as .to exclude skins, seeds, and
other coarse or hard substances. It is
concentrated and seasoned with salt., a
vinegar or vinegars, snices or flavorings
or both, and omons or garlic or both and
is sweetened with sugar or a mixture of
sugar and dextrose or a mixture of sugar
(or sugar and dextrose) with corn sirup
or dried corn sirup or both or with glu-
cose sirup or dried glucose sirup or both,
m such quantity that the weight of the
solids of the corn sirup or dried corn
sirup or both, or glucose sirup or dried
glucose sirup or both, is not more than
one-third of the weight of the solids of
such mixture. When sealed in a con-
tamer it is so processed by heat, before
or after sealing, as to prevent spoilage.

(b) (1) For the purposes of this sec-
tion, the term "corn sirup" means refined
corn sirup (including dried corn sirup)
the solids of which contain not less than
40 percent by weight of reducing sugars
calculated as anhydrous dextrose.

(2) The term "glucose sirup" means a
clarified, concentrated, aqueous solution
of the products obtained by the mcom-
plete hydrolysis of any edible starch.
The solids of glucose sirup contain not
less than 40 percent by weight of re-
ducing sugars calculated as anhydrous
dextrose. "Dried glucose sirup" means
the product obtained by drying "glucose
sirup."

(c) When optional ingredient speci-
fied in paragraph (a) (2) of this section,
is present, in whole or in part, the label
shall bear the statement "Made From

" (or "Made in Part From -------
as the case may be) "Residual Tomato
Material from Canning." When op-
tional ingredient specified in paragraph
(a) (3) of this section is present, in whole
or in part, the label shall bear thie state-
ment "M ade From ------ (or '"ade in
Part From -.. as the case may be)
"Residual Tomato Material from Partial
Extraction of Juice." If both such in-
gredients are present, such statements
may be combined in the statement "Made
From _ (or 'ade.m Part From

------ I' as the case may be) "Residual
Tomato Material from Canning and
from Partial Extraction of Juice."
Wherever the name "Catsup," "Ketch-
up" or "Catchup" appears on the label
so conspicuously as to be easily seen un-
der customary conditions of purchase,
the statement or statements specified in
this paragraph showing the optional in-
gredients present shall immediately and
conspicuously precede or follow such
name, without intervening written,
printed, or graphic matter.
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§ 53.20 Tomato purec, tomato pulp;
identity; labeZ statement of optionaZ in-
gredients. (a) Tomato puree, tomato
pulp, is the food prepared from one or
any combination of two or all of the fol-
lowing optional ingredients:

(1) .The liquid obtained from mature
tomatoes of red or reddish varieties.

(2) The liquid obtained from the resi-
due from preparing such tomatoes for
canning, consisting of peelings and cores
with or without such tomatoes or picces
thereof.

(3) The liquid obtained from the rest-
due from partial extraction of juice from
such tomatoes.
Such liquid is obtained by so straining
such tomatoes or residue, with or without
heating, as to exclude skins, seeds, and
other coarse or hard substancez. It is
concentrated, and may be seasoned with
salt. When sealed in a container it Is so
processed by heat, before or after sealing,
as to prevent spoilage. It contains not
less than 8.37 percent, but less than 25.00
percent, of salt-free tomato solids, as de-
termined by the following method:
Determine total solids by the method
prescribed on page 499 [Ed. note, 8th
edition, 1955, p. 570, sec. 30.2], under
"Total Solids-Tentative," and sodium
chloride by the method prescribed on
page 500 Ed. note, 8th edition, 1935,
p. 571, see. 30.8. Title changed to
"Sodium Chloride Method I-Offi-
cial."], under "Sodium Chloride-OM-
cial," of "Official and Tentative Methods
of Analysis of the Association of Offclal
Agricultural Chemists," Fourth Edition,
1935. Subtract the percent of sodium
chloride found from the percent of total
solids found; the difference shall be con-
sidered to be the percent of salt-free
tomato solids.

(b) When optional ingredient specified
in paragraph (a) (2) of this section
is present, in whole or in part, the label
shall bear the statement "Made From

-" (or "Made in Part From
as the case may be) "Residual Tomato
Material From Canning." When op-
tional ingredient specified in paragraph
(a) (3) of this section is present, in
whole or in part, the label shall bear the
statement "Made From . (or
"Made in Part From . . as the case
may be) "Residual Tomato Material
From Partial Extraction of Juice." If
both such ingredients are present, such
statements may be combined In the
statement "Made From . " (or
"Made in Part From --- ," as the case
may be) "Residual Tomato Material
from Canning and from Partial Extrac-
tion of Juice:' Wherever the name "To-
mato Puree" or "Tomato Pulp" appears
on the label so conspicuously as to be
easily seen under customary conditions
of purchase, the statement or statements
specified in this section, showing the op-
tional ingredients present shall immedi-
ately and conspicuously precede or follow
such name, without intervening written,
printed, or graphic matter.

§ 53.30 Tomato pzste; identity; la-
bel statement of opitionaZ ingredients.
(a) Tomato paste is the food prepared
from one or any combination of two or
all of the following optional ingredients:

(1) The liquid obtained from mature
tomatoes of red or reddish varieties.

(2) The liquid obtained from the res-
due from preparing such tomatoes for
canning, consisting of peelings and cores
with or without such tomatoes or pieces
thereof.

(3) The liquid obtained from the res-
due from partial extraction of juice from
such tomates.
Such liquid is obtained by so straining
such tomatoes or residue, with or with-
out heating, as to exclude skins, seeds,
and other coarse or hard substances. It
is concentrated, and may be seasoned
with one or more of the optional mgredi-
ents:

(4) Salt.
(5) Spice.
(6) Flavoring. fo

It may contain, in such quantity as
neutralizcs a part of the tomato acids,
the optional ing redlent:

(7) Baking soda.
When sealed In a container it is so
procested by heat, before or after seal-
ing, as to prevent spoilage. It contains
not less than 25.00 percent of salt-free
tomato solids, as determined by the fol-
lowing method: Determine total solids
by the method prescribed on page 499
[Ed. note, 8th edition, 1955, p. 570, sec.
30.21, under "Total Solids-Tentative,"
and sodium chloride by the method pre-
seribed on page 500 [Ed. note, 8th edition,
1955, p. 571, sec. 30.8], under "Sodium
Chloride-Offlcal," of "Official and Ten-
tative Methods of Analysis of the Asso-
clation of Official Agricultural Chemists,"
Fourth Edition, 1935. Subtract the per-
cent of sodium chloride found from the
percent of total solids found; the differ-
ence shall be considered to be the percent
of salt-free tomato solids.

(b) When optional ingredient speci-
fled in paragraph (aY (2) of this section
Is present, in whole or in part, the label
shall bear the statement "M,.ade From

" or Made in Part From _.. '"
as the case may be) "Residual Tomato
.Taterial From Canning," When op-

tional ingredient specified in paragraph
(a) (3) of this section is present, in whole
or in part, the label shall bear the state-
ment 'Tade From ._1 (or 'Mde in
Part From __," as the case may be)
"Residual Tomato Material From Par-
tial Extraction of Juice." If both such
ingredients are present, such statements
may be combined in the statement
l'T.ade From ___" (or "Mffade in Part

From .... as the case may be) "Re-
sidual Tomato Material From Cannm
and From Partial Extraction of Jmce."
When optional ingredient specified in
paragraph (a) (5) or (6) of this section
is presentthe label shall bear the state-
ment or statements, "Spice Added" or
"With Added Spice," "Flavonng- Added"
or "Tith Added Flavorin%," as the case
may be. When optional ingredient spec-
Ifledinparagraph (a) (7) of this section
is prezent, the label shall bear the state-
ment "Baking Soda Added." If two or
all of the optional ingredients specified
in paragraph (a) (5), (6) and (7) of
this section are present, such statements
may be combined, as for example. "Spice,
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Flavonng, and Baking Soda Added." In
lieu of the word "Spice" or "Flavoring"
in such statement or statements, the
common or usual name of such spice or
flavoring may be used.

(c) Wherever the name "Tomato
Paste" appears on the label so conspic-
uously as to be easily seen under cus-
tomary conditions of purchase, the
statement or statements specified in this
section, showing the optional ingredients
present shall immediately and conspic-
uously precede or follow such name,
without intervening written, printed, or
graphic matter.

§ 53.40 Canned tomatoes; identity;
label statement of optional ingredients.
(a) Canned tomatoes are mature toma-
toes, of red or reddish varieties which
are peeled aifd cored and to which may
be added one or more of the following
optional ingredients:

(1) The liquid draining from such to-
matoes during or after peeling and
coring.

(2) The liquid strained from the resi-
due from preparing such tomatoes for
canning, consisting of peelings and cores
with or without such tomatoes or pieces
thereof.

(3) The liquid strained from mature
tomatoes of such varieties.

(4) Purified calcium chloride, calcium
sulfate, Calcium citrate, monocalcium
phosphate, or any two or more of these
calcium salts, in a quantity reasonably
necessary to firm the tomatoes, but in
no case such- that the amount of the
calcium contained in such salts is more
than 0.026 percent of the weight of the
finished canned tomatoes.

It may be seasoned with one or more
of the optional ingredients:

(5) Salt.
(6) Spices.
(7) Flavoring.
It is sealed in a container and so proc-

essed by heat as to prevent spoilage.
(b) When optional ingredient speci-

fied in paragraph (a) (2) of this section
is present, the label shall bear the state-
ment "With Added Strained Residual
Tomato Material From Preparation for
Canning." When one or more of the op-
tional ingredients specified in paragraph
(a) (4) of this section is present the label
shall bear the statement "Trace of -----
Added" or "With- Added Trace of .. "
the blank being filled in with the words
"Calcium Salt" or "Calcium Salts" as the
case may be or with the name or names
of the particular calcium salt or salts
added. When optional.ingredient speci-
fled in paragraph (a) (6) or (7) of this
section is present, the label shall bear
the statement or statements "Spice
Added" or "With Added Spice,".'Flavor-
ing Added" or "With Added Flavoring,"
as the case may be. If two or more of
optional ingredients specified in para-
graph (a) (2), (6), and (7) of this sec-
tion are present, such statements may be
combined, as for example, "With Added
Strained Residual Tomato Material from
Preparation for Canning, Spice, and
Flavoring." In lieu of the word "Spice"
or "Flavoring" in such statement or
statements, the common or usual name
of such spice or flavoring may be used.
Wherever the name "Tomatoes" appears

on the label so conspicuously as to be
easily seen under customary conditions
of purchase, the statement or statements
herein specified showing the optional in-
gredients present shall immediately and
conspicuously precede or- follow such
name, without intervening written,
printed, or graphic matter.

§ 53.41 Canned tomatoes; quality;
label statement of substandard quality.
(a) The stasidard of quality for canned
tomatoes is as follows:

(1) The drained weight, as deter-
mined by the method prescribed in para-
graph (b) (1) of this section, is not less
than 50 percent of the weight of water
required to fill the container, as deter-
mined by the general method for water
capacity of containers prescribed in
§ 10.2 (a) of this chapter,

(2) The strength and redness of color
as determined by the method prescribed
in paragraph (b) (2) of this section, is
not less than that of the blended color
of any combination of the color discs de-
scribed in such method, in which one-
third the area of disc 1, and not more
than one-third the area of disc 2, is
exposed;

(3) Peel, per pound of canned toma-
toes in the container, covers an area of
not more than 1 square,inch; and

(4) Blemishes, per pound of canned
tomatoes in the container, cover an area
of not more than one-fourth square Inch.

(b) Canned tomatoes shall be tested
by the following method to determine
whether or not they meet the require-
ments of paragraph (a) (1) and (2) of
this section:

(1) Remove lid from container, but in
the case of a container with lid attached
by double seam, do not remove or alter
the height of the double seam. Tilt the
opened container so as to distribute the
contents over the meshes of a circular
sieve which has previously been weighed.
The diameter of the sievO used Is 8 inches
if the quantity of the contents of the
container is less than 3 pounds, or 12
inches if such quantity is 3 pounds or
more. The meshes of such sieve are
made by so weaving wire of 0.054-inch
diameter as to form square openings
0.446 inch by 0.446 inch. Without shift-
ing the tomatoes, so incline the sieve as
to facilitate drainage of the liquid. Two
minutes from the time drainage begins,
weigh the sieve and drained tomatoes.
The weight so found, less the weight of
the sieve, shall be considered to be the
drained weight.

(2) Remove from the sieve the drained
tomatoes obtained in subparagraph
(1) of this paragraph. Cut out and
segregate successively those portions of
least redness until 50 percent of the
drained weight, as determined under
subparagraph (1) of this paragraph, has
been so segregated. Comminute the
segregated portions to a, uniform mix-
ture without removing or breaking the
seeds. Fill the mixture into a black con-
tamer to a depth of at least 1 inch. Free
the mixture from air bubbles, and skim
off or press below the surface all visible
seeds. Compare the color of the =mx-
ture, in full diffused daylight or its equiv-
alent, with the blended color of combina-
tions of the following concentric Munsell

color discs of equal diameter, or the color
equivalents of such discs:

(I) Red-Munsell 5 R 2.6/13 (glossy
flilish)

(i) Yellow-Munsell 2.5 YR 0/12
(glossy finish)

(i) Black-Munsell N 1/ (glossy
finish)

(iv) Grey-Munsell N 4 (mat finish)
(c) If the quality of canned tomatoes

falls below the standard prescribed in
paragraph (a) of this section, the label
shall bear the general statement of sub-

-standard quality specified In § 10.2 (a)
of this chapter In the manner and form
therein specified; but in lieu of such gen-
eral statement of substandard quality,
the label may bear the alternative
statement "Below Standard In Quality

-" the blank to be filled In with
the words specified after the correspond-
ing number of each subparagraph of
paragraph (a) of this section which such
canned tomatoes fall to meet, as fol-
lows: (1) "Excessively Broken Up"; (2)
"Poor Color", (3) "Excessive Peel": (4)
"Excessive Blemishes." If such canned
tomatoes fail to meet both (3) and (4),
the words "Excessive Peel and Blem-
ishes" may be used Instead of the words
specified after the corresponding num-
bers of such clauses. Such alternative
statement shall Immediately and con-
spicuously precede or follow, without in-
tervening written, printed, or graphic
matter, the name "Tomatoes" and any
statements required or authorized to ap-
pear with such name by § 53.40 (b)

§ 53.42 Canned tomatoes, fill of con-
tainer, label statement o1 substandard
fill. (a) The standard of fill of con-
tainer for canned tomatoes is a fill of
not less than 90 percent of the total
capacity of the container, as determined
by the general method for fill of con-
tainers prescribed In § 10.2 (b) of this
chapter.

(b) If canned tomatoes fall below the
standard of fill of container prescribed
in paragraph (a) of this section, the
label shall bear the general statement of
substandard fill specified In § 10.3 (b) of
this chapter, in the manner and form
therein specified.

ART 85--SEAFOOD INSPECTION

Subpart A-Inspection of Processed Shrimp
Sec.
85.1 Application for inspection service.
85.2 Granting or refusing Inspection serv-

ice; cancellation of application.
85.3 Inspection periods.
85.4 Assignment of inspectors.
85.5 Uninspectbd shrimp excluded from

inspected establishments.
85.8 General Xequirements for plant and

equipment.
85.7 General operating conditions.
85.8 Code marking.
85.9 Processing.
85.10 Examination after processing.
85.11 Labeling.
85.12 Certificates of inspection; warohous-

Ing and export permits.
85.13 Inspection fees.
85.14 Suspension and withdrawal of In-

spection service.

Subpart B-inspectlon of Canned Oysters

85.16 Application for inspection service.
85.17 Granting or refusing Inspection serV-

Ice; cancellation of application.
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Sec.
85.18 Inspection periods.
85.19 Assignment of inspectors.
8520 Uninspected oysters excluded from

inspected establishments.
85.21 General requirements for plant and

equipment.
85.22 General operating conditions.
85.23 Code marking.
85.24 Processing.
85.25 Examination after canning.
85.26 Labeling.
85.27 Certincates of inspection; warehous-

ing and export permits.
85.28 Inspection fees.
85.29 Suspension and withdrawal of In-

spection service.

Aurxoa=r: §§ 85.1 to 85.29 issued under
sec. 701, 52 Stat. 1055; 21 U. S. C. 371.

SUBPART A-INSPECTION OF PROCESSED
SHRIMP

§85.1 Appication for z n s p e c t 1on
sermce. (a) Applications for inspec-
tion service on the processing of shrimp
under the provisions of section 702a of
the Federal Food, Drug, and Cosmetic
Act shall be on forms supplied by the
Food and Drug Administration, referred
to in this subpart as the Admnistrativn.
The processing of shrimp comprises all
the operations, including labeling and
storage, necessary to prepare for the
market shrimp in any of the following
forms: Iced or frozen raw headless, raw
peeled or cooked peeled (any of which
may be devemed), iced or frozen de-
vetoed shrimp, partially or completely
peeled (which may be battered and
breaded before freezing) and canned
shrimp. No application for a regular
inspection period filed with the Admin-
istration after May 1, preceding such
period in any year, shall be considered
unless the applicant shows substantial
cause for failure to file such application
on or before May 1 of such year. A sep-
arate application shall be made for each
inspection period in each establishment
for which the service is applied. Each
application for a regular inspection pe-
riod shall be accompanied by an advance
payment of $500.00 as prescribed by
§ 85.13 (a) (1) Such payment shall
be made in the manner prescribed by
§85.13 (e)

(b) For the purposes of §§ 35.1
through 85.14, an establishment is de-
fined as a factory where shrimp may
be processed and warehouses and cold
storage plants under the control and
direction of the packer where such
shrimp is stored.

§-85.2 Granting or refusing inspec-
tio sermce; cancellation of application.
(a) The Secretary of Health, Education,
and Welfare may grant the inspection
service applied for upon determining
that the establishment covered by such
application complies with the require-
ments of § 85.6.

(b) The Secretary may refuse to
grant inspection service at any estab-
lishment for cause. In case of refusal,
the applicant shall be notified of the
reason therefor and shall have returned
all advance payments and deposits made,
less any expenses incurred for prelim-
inary inspection of the establishment or
for other purposes incident to such
application.

(c) The applicant, by written notice
to the Secretary, may withdraw his
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application for Inspection service bMfore
July 1 preceding the inspection period
covered by the application. In case of
such withdrawal, the Secretary shall
return to such applicant all advance pay-
ments and deposits made, less any salary
and other expense incurred incident to
such application.

§ 85.3 Inspection periods. (a) The
regular inspection period in each estab-
lishment in which inspection service
under §§ 85.1 through 85.14 is granted
consists of 9 consecutive months. The
date of the beginning of such regular
inspection period shall be regarded as
the date, on or after July 1 but not
later than October 1, specifl:d for the
beginning of the service in the applica-
tion therefor, or such other date as may
be specified by amendment to such ap-
plication and approved; but if the
Secretary is not prepared to begIn the
service on the specified date, then the
period shall start on the date on which
service is begun.

(b) Extension inspection periods shall
begin at the close of the preceding in-
spection period. Extension Inspection
periods may be granted for periods of 1
month and/or fractional parts of 1
month, but in no case less than 1 day.
Extension inspection periods for 1 month
may be granted in such establishment
if application therefor, accompanied by
a payment of $600.00 as prescribed by
§ 85.13 (a) (3) is made at least 2 weeks
in advance of the close of such preceding
inspection period. Applications for ex-
tension inspection periods for fractional
parts of a month may be accepted when
accompanied by the payment prescribed
by § 85.13 (a) (3) for such extenlons.
No regular or extension inspection
period shall extend beyond June 30 of
any year.

(c) Upon request of the packer, and
with the approval of the Administration.
such service during any inspection period
may be transferred from one establish-
ment to another to be operated by the
same packer; but such transfer shall
not serve to lengthen any inspection
period or to take the place of an exten-
sion inspection period. In case of such
transfer the packer shall furnish all nec-
essary transportation of inspectors.

d) The inspection service shall be
continuous throughout the Inspection
period.

§ 85.4 Assignment of inspectors.
(a) An initial assignment of at least one
inspector shall be made to each estab-
lishment in which Inspection service un-
der §§ 85.1 through 85.14 is granted.
Thereafter, the Administration shall
adjust the number of Inspector. assigned
to each establishment and tour of duty
of each inspector to the requirements
for continuous and efficient inspection.

(b) Any inspector of the Administra-
tion shall have free access at all times
to all parts of the establishment, to
plants supplying materials to the in-
spected establishment, and to all flshing
and freight boats and other conveyance
catching shrimp for, or transporting
shrimp to, such establishment.

§ 85.5 Unfnspected shrimp excludcd
frtm inspected establishment.. (a) No
establishment to which inspection serv-

ice has been granted shall at any time
thereafter process shrimp which has not
bcen so inspected or handle or store in
such establishment any processed shrlmp
which has not been so inspected; but this
paragraph shall not apply to an estab-
lishment after termination of inspection
service therein or withdrawal therefrom
as authorized by 9 85.14.

(b) All shrimp and other Ingredients
entering into the finsher product may
be subject to inspection prior to delivery
to the establishment or at any time
thereafter, and all shrimp processed in
such establishment shall be subject to
certification under § 85.12.

§85.6 General requirements for
plant and equipment. (a) All exterior
openings of the establishment shall be
adequately screened, and roofs and ex-
teror walls shall be tight. When neces-
sary, fly traps, fans, blowers, or other
approved Insect-control devices shall be
installed.

(b) Except for raw headless shrimp,
nhich may or may not be develned, pick-
in- and packing rooms shall be separate.
provided that this requirement may be
waived by the Admin tion -where
separation of picking and packing rooms
Is not necessary for adequate sanitation.
Blanching tanks shall not be located in
picking room. Fixtures and equipment
shall be so constructed and arranged as
to permit thorough 'cleaning. Such
rooms shall be adequately lighted and
ventilated, and the floors shall be tight
and arranged for thorough cleaning and
proper drainage. Open drains from
picking room shall not enter packing or
blanching room. If picking and pack-
Ing rooms are in separate buildings.
such buildings shall be not more than
100 yards apart unless adequate provi-
sions are made to enable eficient inspec-
tion.

(c) All surfaces of tanks, belts,
tables, flumes, utensils, and other equip-
ment with which either picked or un-
picked shrimp come in contact after de-
livery to the establishment shall be of
metal or of other smooth nonporous and
easily cleanable materials, provided such
materials are not lead or other toxic
substances. Metal seams shall be
smoothly soldered or smoothly welded.

Cd) Adequate supplies of suitable de-
tergents and sanitizing agents approved
by the Administration; clean, unpol-
luted runing water; and, if necessary.
steam shall be provided for washing,
cleaning, and otherwise maintaining the
establishment in a sanitary condition.

(e) Adequate toilet facilities of sani-
tary type which comply fully with ap-
plicable State laws and local ordinances
shall be provided.

Mi) An adequate number of sanitary
washbasins, with liquid or powdered
soap, shall be provided In both the pick-
ing and packing rooms. Paper towels
shall be provided in the packing room.
Provision shall be made for sanitizing
the hands of employees by the use of
suitable sanitizing agents.

(g) Signs requiring employees han-
dling shrimp to wash and sanitize their
hands after each absence from post of
duty shall be conspicuously posted in
the picking and p.cking rooms and else-
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where about the premises as conditions
require.

(h) One or more suitable washing de-
vices and ofie or more suitable inspection
belts shall be installed for the washing
and subsequent inspection of the shrimp
before processing.

(I) Suitable containers, flumes, chutes,
or conveyors -shall be provided for re-
moving offal from picking room.

(j) Picking or heading tables shall be
equipped with flumes supplied with clean,
unpolluted water or with mechanical
conveyors for removing the picked or
headed shrimp.

(k) Equipment shall be provided for
code-marking cans and other immediate
containers and master cartons used in
packaging other than canned shrimp.

(1) An automatic container-counting
device shall be installed in each cannery
line.

(in) Each sterilizing retort shall be
fittrd with at least the following equip-
ment:

(1) An automatic control for regulat-
ing temperatures.

(2) An indicating mercury thermom-
eter of a range from 170 ° F. to 2700 F
with scale divisions not greater than 20 F
For steam cook such thermometers shall
be Installed either within a fitting at-
tached to the shell of the retort or within
the door or shell of the retort. For water
coo: such. thermometers shall be installed
In the door or shell of the retort below the
water level. If the thermometer is in-
stalled within a fitting such fitting shall
communicate with the chamber of the
retort through an opening at least 1 inch
in diameter. Such fitting shall be
equipped with a bleeder at least Va-inch
in diameter. If the thermometer is in-
stalled within the door or shell of the re-
tort, the bulb shall project at least
two-thirds of its length into the principal
chamber.

(3) A recording thermometer of a
range from 1700 F to 2700 F with scale
divisions not greater than 2 F The
bulb of'such thermometer shall be in-
stalled as prescribed for the indicating
mercury thermometer. The case which
houses the charts and recording mecha-
nsm shall be provided with an approved
lock, all keys to which shall be in the
sole custody of the inspector.

(4) A pressure gauge of a range from
0 to 30 pounds, with scale divisions not
greater than 1 pound and diameter of
not less than 5 inches. Such gauge shall
be connected to the chamber of the re-
tort by a short gooseneck tube. The
gauge shall be not more than 4 inches
higher than the gooseneck.

(5) For steam cook, a blow-off vent
of at least 3 -inch inside diameter in the
top of the retort.

(6) For steam cook, a Va-mch bleeder
in top of retort.

(n) Each cold storage compartment
shall be fitted with at least the following
equipment:

(1) An automatic control for regu-
lating temperature.

(2) An indicating thermometer so in-
stalled as to indicate accurately the
temperature within the storage compart-
ment.

(3) A recording thermometer so in-
stalled as to indicate accurately the

temperature within the compartment at
all times. The case which houses the
charts and recording mechanism shall be
provided with an approved lock, all keys
to which shall be in the sole custody of
the inspector.

(o) Provision shall be made for water-
glazing .where such glazing is necessary
to maintain the quality of frozen shrimp.
Glazing shall be done with clean, unpol-
luted water.

(p) Provision shall be made for im-
mediate icing or cold storage of all
packaged shrimp which is destined for
sale as unfrozen shrimp.

(q) Suitable space and facilities shall
be provided for the inspector to prepare
records and examine samples, and for
the safekeeping of records and equip-
ment.

§ 85.7 General operating conditions.
(a) Plants supplying raw headless or
frozen raw headless shrimp to an in-
spected establishment, decks and holds
of all boats catching shrimp for or trans-
porting shrimp to an inspected estab-
lishment, and the bodies of other
conveyances so transporting shrimp
shall be kept in a sanitary condition.

(b) Inspected establishments, plants
supplying ins p e c t e d establishments,
freight boats, and other conveyances
serving such establishments shall ac-
cept only fresh, clean, sound shrimp.
The shrimp shall be iced or refrigerated
immediately after they are caught, and
shall be kept adequately iced or refriger-
ated until delivery to the establishment.

(c) After delivery of each load of
shrimp to the establishment, decks and
holds of each boat and the body of each
other conveyance or container making
such delivery shall be washed down with
clean, unpolluted water, and all debris
shall be cleaned therefrom before such
boat or other conveyance or container
leaves the establishment premises.

(d) Before being headed, picked, or
devemed, the shrimp shall be adequately
washed with clean, unpolluted water
and then passed over the inspection belt;
and culled to remove all shrimp that are
filthy, decomposed, putrid, or otherwise
unfit for food, and all extraneous ma-
terial.

(e) Offal from picking tables shall not
be piled on the floor, but shall be placed
in suitable containers for frequent re-
moval, or shall be removed by flumes,
conveyors, or chutes. Offal, debris, or
refuse from any source whatever shall
not be allowed to accumulate in or about
the establishment.

(f) Shrimp shall be picked into flumes
that immediately remove the picked
meats from the picking tables; except
that shrimp may be picked into seam-
less containers of not more than 3 pints
capacity if the picked meats are not held
in such containers for more than 20
minutes before being fiumed or conveyed
from the picking tables. If shrimp are
picked into such containers, the con-
-tamers shall be cleaned and sanitized
as often as may be necessary to maintain
them in a sanitiary condition, but in no
case less frequently than every 2 hours.
Whenever a picker is absent from his or
her post of duty, the container used by
such picker shall be cleaned and sani-

tized before picking is resumed. For the
purposes of this paragraph, the term
"picked" shall include the operation
whereby a portion of the shell is removed,
leaving the tail in place, and the back
of the shrimp is sliced open to remove
the alimentary canal or vein.

(g) Picked shrimp being transported
from one building to another shall be
properly covered and protected against
contamination.

(h) From the time of delivery to the
establishment up to the time of final
processing, shrimp shall be handled ex-
peditiously and under such conditions as
to prevent contamination or spoilage,
Shrimp other than that to be canned
shall be precooled immediately after the
final cleaning or blanching operation to
a temperature not exceeding 500 1, if it
is to be packaged immediately, or to a
temperature not exceeding 400 F if It is
not to be packaged immediately. If such
shrimp are to be frozen, they shall be
placed in the freezing compartment
within 1 hour after final preparation.

(i) If batter Is employed, it shall be
used within 1 hour after it is prepared,
The temperature of the batter shall not
exceed 500 P

) The packer shall'destroy for food
purposes under the immediate supervi-
sion of the inspector all shrimp in his
possession condemned by the inspector as
filthy, decomposed, putrid, or otherwise
unfit for food. Shrimp condemned on
boat or unloading platform shall not be
taken into the icebox or picking room.

(k) Raw materials other than shrimp
that enter into the finished product shall
not be used If condemned by the inspec-
tor as unfit for food. Such condemned
raw materials shall be segregated from
usable materials and be held for disposal
as directed by the inspector, or they may
be destroyed forthwith by the packer if
he so desires.

(1) All portions of the establishment
shall be adequately lighted to enable the
inspector to perform his duties properly,

(in) All floors and other parts of the
establishment, including unloading plat-
forms, and all fixtures, equipment, and
utensils shall be cleaned as often as may
be necessary to maintain them In a san-
itary condition. Containers for mlxinco
or holding batter shall bo adequately
cleaned and sanitized before they are
used for a new batch of batter. Equip-
ment for applying batter shall be ade-
quately cleaned and sanitized at least
once each hour while in operation.

(n) The packer shall require all em-
•ployees handling shrimp to wash and
sanitize their hands after each absence
from post of duty, and to observe other
proper habits of cleanliness.

(o) The packer shall not knowingly
employ in or about the establishmelnt
any person afflicted with an infectious
or contagious disease, or with any open
sores on exposed portions of the body.

§ 85.8 Code marking. (a) Perma.
nently legible code marks shall be placed
on all immediate containers at the time
of packaging. Such marks shall show
at least:

(1) The date of packing;
(2) The establishment where packed;

and
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(3) The size of the shrimp when such
shrimp are graded for size and are not
in containers through which they are
clearly visible.
Corresponding code marks shall also be
placed on the-master cartons containing
individual packages of shrimp other than
canned.

(b) Keys to all code marks shall be
given to the inspector.

(c) Each lot shall be stored separately
pending final inspection, with a space of
not less than 6 inches between stacks of
each lot. For the purposes of the regu-
lations in this part, all cans or other
containers bearing the same code marks
shall be regarded as comprising a lot.

§ 85.9 Processing. (a) The closure
of the can or other immediate container
and the time and temperature of steri-
lizing the canned shrimp shall be ade-
quate to prevent bacterial spoilage.

(b) The following times and tempera-
tures shall be the minmums employed
for the containers indicated:

my PActr

Initial Time TimeKind of temn-

contamer Size t at
nd liner V- 2Z8' F. 2:QP F.and inerture

3fin- 3fin-
Tin: aiM ada

1-pieceliner 211 x 40 and 70' F. 80 03
smaller._.d .... 70 F. 70 80

No liner. 07x20...70P F. 70 0
307 x 400 --- 70P F. 75 5

Vwr PAcig

Initial Time Time
Kind of container and size tem- at atper3 2400 F. Za' F.ture

fin- 3Min-Tin: ut's a
211 X 400 (and smaller) ....- 0F. 25 13
307 x 23 -------.. ..-------- SIF.: 25 13
=x 400 ------------ SO F. 2.5 13
O2x 10,'F. 27 10

Glass: 2 to 9 fluid ounces, m-
clumve -------.-.------ .....-------- 22 14

For wet-pack shrimp in cans 307 ,x 400
and smaller, a cook of 12 minutes at 250.
F., and for wet-pack shrimp in cans
502 x 510, a cook of 15 minutes at 250*
F., may be approved if adequate provi-
sions are made to insure an initial tem-
perature of not less than 120 ° F. in each
individual can. For the purposes of this
section, initial temperature is defined as
the average temperature of the contents
of the container at the moment steam is
admitted to the sterilizing retort.

(c) For steam cook, blow-off vent
shall be open during the coming-up pe-
nod until the mercury thermometer reg-
isters at least 215' F Bleeders shall
emit steam during the entire cockmg
period.

(d) The method of freezing is not
specified by the regulations in this part.
Whatever method is used must be such
as will produce a hard-frozen product in
a sufficiently short time to prevent de-
composition. Bulk packages containing
5 pounds or more of shrnmp per package
shaU be hard frozen within 24 hours;
smaller packages should-be hard frozen
within 12 hours. After freezing, the
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shrimp shall be stored In such a mancr
that its temperature does not exced 0.
F., and shall be handled in such manner
as will maintain the hard-frozen condi-
tion.

(e) The storage temperatures for
shrimp that are not frozen or canned
are as follows:

(1) Cooked and peeled shrimp shall be
stored at a room temperature not ex-
ceeding 35* F.

(2) Raw headless shrimp shall be
stored at a room temperature not ex-
ceeding 35' F., except that It may be
stored at a higher room temperatureif
sufficiently Iced at all times to prevent
spoilage.

f) The inspector shall Identify each
record on the thermometer chart With
the code mark of the lot to which such
record relates and the date of such rec-
ord. The Administration shall leep
such charts for at least 5 years, and upon
request shall make them available to the
packer.

(g) The packer shall keep for at least
1 year all shipping records covering ship-
ments from each lot, and upon request
shall furnish such records to any inspec-
tor of the Administration.

§ 85.10 Examination after process-
ing. (a) Adequate samples shall be
drawn by the inspector from each lot of
procesed shrimp and shall be examined
to determine whether or not such proc-
essed shrimp conforms to all require-
ments of the Federal Food, Drug, and
Cosmetic Act, amendments thereto, and
regulations thereunder.

(b) The packer shall destroy for food
purposes, under the immediate super-
vision of the inspector, all processed
shrimp condemned by the inspector as
not complying with § 85.9 (a) or as
filthy, decomposed, putrid, or otherwise
unfit for food.

§85.11 Labeling. (a) Labels on
shrimp packed and certified under
§§ 85.1 through 85.14 may bear a mark
attesting to such packing and certifica-
tion. Depending upon the type of proc-
essing, such marks, if used, shall read
as follows:

(1) For canned shrimp: "Production
supervised by U. S. Food and Drug
Administration."

(2) For frozen shrimp: 'Taclng and
freezing supervised by U. S. Food and
Drug Administration. Perishable prod-
uct-Not warranted against mishandling
after freezing."

(3) For fresh, Iced, or refrigerated
shrimp: "Packing supervised by U. S.
Food and Drug Administration. Perish-
able product-Not warranted agalnst
mishandling after packing."

Such marks if used shall be plainly and
conspicuously displayed in type of uni-
form size and style on a strongly con-
trasting uniform background. The
marks referred to in subparagraphs (2)
and (3) of this paragraph shall not be
used on the master carton unless such
marks will be defaced by the opening of
the cartons.

(b) Labels on inspected processed
shrimp, other than canned shrimp, not
bearing the marks referred to in para-
graph (a) (2) and (3) of this section, and
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all moster cartons for inspected shrimp
other than canned shrimp, shall bear the
statement "P rishable-Keep frozen" or
"Perishable-Keep refrigerated," which-
ever is applicable to the product.
(c) Two proofs, or one proof and one

photostat thereof, or eight specimens of
all labeling intended for use on inspected
shrimp, or on or within the cases there-
for, shall be submitted to the Adminis-
tration for approval. If proofs or pho-
tostat and proof are submitted, eight
spclmens of the-labeling shall be sent
to the Administration after prnting.
The Administration Is authorized to ap-
prove labeling for use on or with proc-
essed shrimp inspected under § 85.1
through 85.14; approval shall be sub-
ject to the condition that such labeling
shall be so used as to comply with the
provisions of the Federal Food, Drug,
and Cosmetic Act, amendments thereto,
and regulations thereunder. The Ad-
ministration is also authorized to revoke
any such approval for cause. The Ad-
ministration shall not approve labeling
for processed shrimp intended for ex-
port under the provisions of § 85.12 (e)

(d) No commercial brand or brand
name appearing on labeling approved as
authorized under paragraph (c) of this
section and bearing the marks described
In paragraph (a) of this section, and no
labeling simulating any such approved
labeling, shall be used, after such ap-
proval, on processed shrimp other than
that which has been handled, prepared,
packed, and stored in compliance with all
provisions of §§ 85.1 through 85.14,
but this section shall not apply to any
packer's labeling not bearing such mark
after termination of inspection or with-
drawal thereof as authorized by § 85.14
or to any distributor's labeling not bear-
Ing such mark after written notice by the
owner thereof to the Administration
that the use of such labeling on inspected
processed shrimp has been discontinued
and will not be resumed.

(e) Shrimp labaling authorized by
paragraph (a) of this section or ap-
proved under paragraph (c) of this sec-
tion shall be used only as authorized by
§1 85.1 through 85.14. Unauthorized
use of such labeling renders the user
liable to the penalties prescribed by the
Federal Food, Drug, and Cosmetic Act,
as amended.

5 85.12 Certificates of inspection;
wJarelzosng and ezxort permits. (a)
After finding that the processed shrimp
comprising any parcel has been han-
dled, prepared, and pac!:ed in compliance
with all provisions of §§ 85.1 through
85.14, bears labeling approved as au-
thorized under § 85.11 (c) and complies
with all the provisions of the Federal
Food. Drug, and Cosmetic Act, amend-
ments thereto, and regulations there-
under, the inspector shall Issue a cer-
tificate showing that such processed
shrimp so complies. The certificate
shall specify the code marks to which
it applie3, the quantity of the parcel so
marked, the place where such parcel is
stored, the size of the shrimp, the size
and kind of containers, the type of pack,
the commercial brand name on the la-
bels, the quality grade of the shrimp
If It Is fancy, the condition of the
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shrimp if it is broken or if it is sub-
standard in fill and the destination of the
lot if known. Such certificate shall be-
come void if such labeling is removed,
altered, obliterated, or replaced, or if
mishandling, improper storage, or other
circumstances go change the product
that it no longer complies with the re-
quirements for the issuance of a cer-
tificate; but such processed shrimp may
be relabeled under the supervision of an
inspector and recertified if the inspector
finds that, after being relabeled, it com-
plies with the requirements laid down
by this paragraph for the issuance of
a certificate.

(b) Unless covered by certificate, pro-
cessed shrimp shall be moved from an
inspected establishment only for storage
authorized under paragraph (c) of this
section, or for export authorized under
paragraph (e) of this section, or for
destruction as provided by § 85.10 (b)

(c) Applications to move unlabeled
processed shrimp for storage in a ware-
house or cold storage plant elsewhere
than in the establishment where such
shrimp was processed shall be on forms
supplied by the Administration. The
application shall give the name and lo-
cation of the warehouse or cold storage
plant in which such processed shrimp
is to be stored, and shall be accompanied
by an agreement signed by the operator
of such warehouse or cold storage plant
that inspectors shall have free access at
all times to all processed shrimp so
stored and that conditions which will
preserve the identity of each parcel of
such processed shrimp shall be continu-
ously maintained pending issuance of a
certificate thereon or removal as author-
ized by paragraph (d) of this section.
If such application is approved and it
appears to the inspector that the proc-
essed shrimp comprising any parcel has
been packed in compliance with §§ 85.1
through 85.14 and conforms, except for
the absence of labeling, to all require-
ments of the Federal Food, Drug, and
Cosmetic Act, amendments thereto, and
regulations thereunder, the inspector
shall issue to the applicant, on his re -
quest, a warellousing permit covering
such processed shrimp. Such permit
shall specify the code marks to which it
applies, the quantity of the parcel so
marked, the -places from and to which
such parcel is to be moved, the size of the
shrimp, the size and kind of containers,
the type of pack, whether or not it is
fancy grade, the condition of the shrimp
if it is broken or if it is substandard in
fill, and, if such be the case, that it is
intended for export under paragraph (e)
of this section. When any provision of
the agreement; is violated, the Adminis-
tration may revoke any permit issued
pursuant to such agreement, and may
also revoke its approval of the applica-
tion for warehousing or cold storage
which accompanied such agreement.

(d) Unless covered by certificate,
processed shrimp stored under the au-
thority of paragraph (c) of this section
shall be moved from the warehouse or
cold storage plant where stored only for
re-storage under such authority, or for
return upon written permission of the
Inspector to the establishment where
processed, or for export authorized under

paragraph (e) of this section, or for
destruction as provided by § 85.10 (b)

(e) An application to export processed
shrimp under the provisions of section
801 (d) of the act shall be accompanied
by the original or a verified copy of the
specifications of the foreign purchaser;
if required by the Administration, evi-
dence showing that such processed
shrimp is not m conflict with the laws
of the country to which it is intended for
export; and, if shipment of labeled proc-
essed shrimp is specified or directed,
eight specimens of the labeling therefor.
If processed shrimp prepared or packed
according to such specifications is not
in, conflict with the laws of such country,
the Administration shall direct the in-
spector to issue to the applicant an ex-
port permit covering such processed
shrimp comprising any parcel ordered by
such purchaser under such specifica-
tions, when the inspector finds that such
processed shrimp was packed in com-
pliance with the requirements of §§ 85.1
through 85.14 regarding sanitary con-
ditions and processing; is not filthy, de-
composed, putrid, or otherwise unfit for
food; accords to such specifications; and
is labeled on the outside of the shipping
package to show that it is intended for
export. Such permit shall specify the
code marks to which it applies and the
quantity of the parcel so marked, and
shall show that such processed shrimp
was packed under sanitary conditions,
is wholesome, and accords to such speci-
fications. The applicant shall furnish
to the inspector documentary evidence
showing the exportation of all such proc-
essed shrimp.

§ 85.13 Inspection fees. (a) (1) Ex-
cept as otherwise provided by the regu-
lations in this part, an initial payment
of $500.00 shall accompany each applica-
tion; thereafter, eight additional advance
payments of $500.00 shall be made on or
before the first day of each month begin-
nmg July 1 and continuing through Feb-
ruary 1 for the regular inspection period;
except that the Administration may re-
quire the full amount of advance pay-
ments prescribed by this paragraph to
accompany the application of an appli-
cant who has defaulted in any payment
due for any prior packing season.

(2) Whenever it is determined, with-
out hearing, by the Administration that
an establishment having the inspection
'service has been damaged by wind, fire,
flood, or other calamity, to such an ex-
tent that packing operations cannot be
resumed before the end of the fiscal year
then current, no advance payments fall-
ing due after such calamity shall be
required from the packer for that fiscal
year- but whenever it is determined,
without hearing, by the Administration
that an establishment having the inspec-
tion service has been so damaged by any
such calamity that operations must be
suspended temporarily, but can be re-
sumed before the end of the fiscal year
then current, advance payments falling
due after such calamity and before the
month of resumption of operations shall
be postponed until operations are re-
sumed, and thereupon shall be paid in
equal monthly installments during the
period between the time of resumption

of operations and June 1 of the fiscal year
then current: Provided, That in the
event of a determination described in
this subparagraph the total payments
and deposits made by the packer involved
shall be charged with the cost of the
service made available for the establish-
ment without regard to the method pro-
vided hereinafter for computing charges
against payments and deposits for
shrimp received, and the balance of the
total payments and deposits for shrimp
received remaining after such charges
shall be refunded by the Administration
to the packer after the completion of the
fiscal year.

(3) Each application for an extension
inspection period of 1 month shall be
accompanied by a payment of $600.00,
and at subsequent monthly intervals
thereafter additional payments of
$600.00 shall be made; but if the final
payment is to cover a period of less than
30 days, then such payment shall be at
the rate of $20.00 for each day of such
period.

(b) (1) In addition to the payments
prescribed in paragraph (a) of this sec-
tion, advance deposits based upon the
quantity of shrimp received by the sub-
scribing establishment shall be made to
underwrite adequately the cost of the
inspection service. Such deposits shall
be paid in advance in amounts of not
less than $300.00, unless the Adminis-
tration on an estimate of receipt of
shrimp authorizes other, amounts, and
shall be computed at the rate of 20 cents
per 100 pounds of whole raw shrimp, or
35 cents per 100 pounds of raw headlesl
shrimp, received by the plant. For the
purposes of this section, the quantity of
shrimp received by an establishment
shall be determined by weighing on a
suitable scale immediately after such
shrimp leaves the initial inspection belt:
Provided, .however That other arranfte-
ments for determining accurately the
weight of shrimp xeceived may be em-
ployed if approved in advance by the
Administration. A record of s u c h
weights shall be maintained and made
available to the inspector upon his re-
quest. Any advance deposits in excess
of those required for actual shrimp re-
ceived for the fiscal year (July 1
through June 30) shall be refunded to
the packer by the Administration after
the completion of the fiscal year.

(2) Deposits for shrimp received as
computed under paragraph .b) (1) of
this section, together with production
deposits prescribed for oysters canned
under § 85.28 (b) (1), shall be charged
with the balance of the total cost of the
inspection service that has not been pro-
vided for by the combined total payments
under paragraph (a) of this c.ction and
§ 85.28 (a) in the case of canned
oysters. The balance of the deposits
remaining for shrimp received after
such charges have been made shall
be refunded by the Administration to
the packers after the completion of the
fiscal year, in the ratio which each
packer's deposits for shrimp received
and production deposits for oystqrs
canned bears to the combined total of
such deposits for shrimp received and
oysters canned by all packers for the
fiscal year.
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(3) When inspection service is with-
drawn from an establishment as author-
ized under § 85.14 (a) the Administra-
tion shall not return to the packer any
advance payments and/or deposits re-
quired to the date of withdrawal of the
service. Such payments and/or deposits
shall be charged with the cost of the
service made available for the estab-
lishment, without regard to the method
described in this section, and the balance
which would have accrued to such packer
shall remain to the credit of the Food
and Drug Administration in the special
account "Salaries and Expenses, Cer-
tification and Inspection Services."

(c) A separate fee shall be paid to
cover all expenses, incurred in accord-
ance with the regulations of the United
States Government, for salary, travel,
subsistence, and other purposes incident
to inspection described under § 85.4 (b)
of suppliers of any materials to estab-
lishments under the inspection service
or for the purpose of issuing a certificate
or warehousing or export permit on
processed shrimp stored or held at any
place other than an establishment to
which a seafood inspectar is then
assigned.

(d) When the processing plant and
the warehouse or cold storage plant of
an establishment are located at different
points of such distance apart thattrans-
portation between them is required for
the inspector to perform his duties in
the establishment, the packer shal fur-
nish such transportation or shall pay a
separate fee to cover all expenses
therefor.

(e) All payments required by the reg-
ulations in this part shall be by bank
draft or certified check, collectible at par,
drawn to the order of the Treasurer,
United States, and payable at Washing-
ton, D. C. All such drafts and checks,
except those for the payment required
by § 85.1 (a) shall be delivered to the
inspector and promptly scheduled to the
Food and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, Washington, D. C., whereupon
after appropriate records thereof have
been made, they shall be transmitted
to the Chief Disbursing Officer, Division
of Disbursement, Treasury Department,
for deposit to the special account "Cer-
tification and Inspection Services, Food
and Drug Administration"

(f) All refunds to the packers shall be
by check drawn on the Treasury of the
United States pursuant to refund vouch-
ers duly certified and approved by the
designated adminstrative officers.

§ 85.14 Suspension and withdrawal
of inspection service. (a) The Admmis-
tration may suspend and the Secretary
may withdraw inspection service in any
establishment:

(1) Upon failure of the packer to com-
ply with any applicable provision of
§§ 85.1 through 85.14; or

(2) Upon the dissemination by the
packer or any person in prvity with him
of any representation that is false or
misleading in any particular regarding
the application to any seafood of the in-
spection service provided by the regula-
tions in tju part.

No. 246-Pt. Ir-14

FEDERAL REGISTER

(b) When inspection service is- sus-
pended in an establishment, as author-
ized by paragraph (a) of this section, the
Administration shall not lengthen the
inspection period in such establishment
to compensate for any of the time of
suspension.

SUB.PART P-INSPECTION OF CANNED OYSTER'S

§ 85.16 Application for inspection
service. (a) Applications for lnopcetlon
service on canned oysters under the pro-
visions of section 702a of the Fcdcral
Faod, Drug, and Cosmetic Act shall be
on forms supplied by the Food and Drug
Administration, referred to in this sub-
part as the administration. No applica-
tion for a regular inspection period filed
with the Administration after Sspttmber
1 preceding such period In any year -hall
be considered unless the applicant shows
substantial cause for failure to file such
application on or before Septsmber 1 of
such year. The opening date of the can-
ning season In each State shall be the
date set by the State agency responsible
for controlling the opening date of the
canning season In that State. A cp-
arate application shall be made for each
inspection period in each establLhment
for which the service is applied. Each
application for a regular inspection pe-
riod shall be accompanied by a payment
of $600.00 as prescribed by § 85.20 (a)
(1) Such deposit shall be paid in the
manner prescribed by § 85.28 (C)

(b) For the purpose of t 05.16
through 85.29, an establishment is de-
fined as a factory where oysters may be
processed and warehouses under the con-
trol and direction of the packer where
such canned oysters are stored.

§ 85.17 Granting or refusing inspec-
tion service; cancellation of application.
(a) The Secretary of Health, Education,
and Welfare may grant the impection
service applied for upon determining
that the establishment covered by such
application complies with the require-
ments of § 85.21.

(b) The Secretary may refuse to
grant the inspection service at any estab-
lishment for cause. In case of refusal
the applicant shall be notified of the
reason therefor and shall have returned
to him all advance payments and pro-
duction deposits made, less any expenses
incurred for preliminary inspection of
the establishment, or for other purpozes
incident to such application.

(c) The applicant, by written notice to
the Secretary, may withdraw his
application for inspection service before
an inspector is assigned tothe estblish-
ment. In case of such withdrawal, the
Secretary shall return to such ap-
plicant all advance payments and pro-
duction deposits made, less any salary
and other expense incurred Incident to
such application.

§ 85.18 Inspection periods. (a) The
regular inspection period in each estab-
lishment in which inspection service
under §§ 85.16 through 85.29 Is granted
consists of 4 consecutive months. The
date of the beginning of such reaular
inspection period shall be regarded as
the date, o'n or after October 1 but not
later than March 1, specified for the be-

cinning of the service in the application
therefor, or such other date as may be
speclflcd by amendment to such applica-
tion and approved; but if the S.cretary
Is not prepared to begin the service on
the specified date then the period shall
start on the date on which serce is
begun.

(b) Extension inspection pericds shell
be-in at the close of the preceding in-
mection period. Fxtension Inspection
periods may be granted for periods of 1
month and/or fractional parts of 1
month, but In no case ls than 1 day.
Extension inzpetion periods for 1 month
may be granted in such estabisibment
f application therefor, accompamd by
a pavment of $600.00. as prescribed by
C 5.28 (a) (3), Ib made at least Z week-
in advance of the close of such preceding-
inspection period. Applications for ex-
tension In2ection periods for fractional
parts, of a month may be accepted when
accompanied by the payment prescribed
by C 85.0 (a) (3) for such extensions.
No regular or extension inspaction penod
shall extend beyond June 30 of any year.

(c) Upon request of the packer, and
with the approval of the Administration,
such service during any inspection pe-
riod may be transferred from one es-
tn!lishmcnt to another to be operated by
the same packer; but such transfer shall
not serve to lengthen any inspection pa-
riod or to take the place of an extension
impection period. In casa of such trans-
fer the packer shell furnish all necessary
transportation of Inspectors.

(d) The inspection service shall be
continuous throughout the inspection
period.

§ 85.19 Assignment of inspectors.
(a) An Initial assignment of at least one
inspector shall be made to each estab-
lshment In which Inspection service un-
der §§ 85.16 through 85.29 is granted.
Thereafter, the Administration shall ad-
Just the number of inspectors assigned to
each establishment and tour of duty of
each inspector to the requirements for
continuous and efficient inspection.

(b) Any inspector of the Administra-
tion shall have free access at all times to
all parts of the establishment and to all
flsfhng and freight boats and other con-
vcance dredgin oysters for or trans-
porting oysters to such establishments.

t 85.20 Uninspacted oysters excluded
from fns pcted establishments. (a) No
establishment to which inspection serv-
Ice on canned oysters has been granted
shall at any time thereafter can oysters
that have not been so inspected, or han-
dle or store In such establishment any
caned oysters that have not been so
Inspected; but this para-raph shall not
apply to an establishment after termina-
tion of Inspection service therein, or
withdrawal therefrom as authorized by

0 05.29.
(b) All oysters delivered to or held In

an inspected establishment may be sub-
ject to Inspection, but certificates of in-
spection shall be Issued under § 85.27
only on canned oysters.

§ 85.21 General requirements for
plant and equipment (a) All exterior
openings of the cannery, including those
of the shucking sheds, shall be ado-

9629



RULES AND REGULATIONS

quately screened, and roofs and exterior
walls shall be tight. When necessary,
fly traps, fans, blowers, or other ap-
proved insect-control devices shall be
Installed,

(b) Shucking sheds and packing
rooms shall be separate, and fixtures and
equipment shall be so constructed and
arranged as to permit thorough cleaning.
Such sheds and rooms shall be ade-
quately lighted and ventilated, and the
floors shall be tight and arranged for
thorough cleaning and proper drainage.
Open drains from shucking shed, shall
not enter packing room. If shucking
shed and packing room are in separate
buildings, such buildings shall be not
more than 100 yards apart, unless ade-
quate provisions are made to enable
efficient inspection.

(c) All surfaces of washers, tanks,
belts, tables, flumes, utensils, and other
equipment with which unshucked or
shucked oysters come in contact after
delivery to the establishment shall be of
metal or of other smooth nonporous and
easily cleanable material, provided such
materials are not lead or other toxic sub-
stances. Metal seams shall be smoothly
soldered or smoothly welded. Shucking
tables shall be so constructed as to pre-
clude contamination of working surfaces
or products thereon from foot traffic or
wheelbarrows or other containers used
in delivering steamed oysters to such
tables.

(d) Adequate supplies of suitable de-
tergents and sanitizing agents approved
by the Admimstration; clean, unpolluted
running water; and steam shall be pro-
vided for washing, cleaning, and other-
wise maintaining the establishment in a
sanitary condition.

(e) Adequate toilet facilities of sani-
tary type which comply fully with ap-
plicable State laws and local ordinances
shall be provided.

(f) An adequate number of sanitary
washbasins, with liquid or powdered
soap, shall be provided in both the shuck-
ing shed and the packing room. Paper
towels shall be provided in the packing
room.

(g) Signs requiring employees han-
dling oysters to wash their hands after
each absence from post of dity shall be
conspicuously posted in the shucking
shed and packing room and elsewhere
about the premises as conditions require.

(h) One or more suitable washing de-
vices and one or more suitable inspection
belts shall be installed for the washing
and subsequent inspection of the oysters
before delivery for steaming or other
means of opening.

(t) If steam boxes are used for open-
ing the oysters, they shall be provided
with adequate steam inlets, exhausts,
drains, a safety valve, and a pressure
gauge.

(j) Suitable means shall be provided
for removing shells and debris from
shucking shed.

(k) One or more suitable devices shall
be provided for removing shell and grit
from shucked oysters, for washing such
oysters, and for their subsequent dram-
age.

(1) One or more suitable Inspection
belts shall be installed for the inspection
of shucked oysters.

(m) Equipment shall be provided for
code-marking cans.

(n) An automatic container-counting
device shall be installed in each cannery
line.

(o) Each sterilizing retort shall be
fitted with at least the following equip-
ment:

(1) An automatic control for regulat-
ing temperatures.

(2) An indicating mercury thermom-
eter of a range from 170 ° F to 270° F.,
with scale divisiobs not greater than 2°

F., installed either within a fitting at-
tached to the shell of the retort or
within the door or shell of the retort.
If the thermometer is installed within a
fitting, such fitting shall communicate
with the chamber of the retort through
an opening at least 1 inch in diameter.
Such fitting shall be equipped with a
bleeder at least :Y-mch in diameter. If
the thermometer is installed within the
door or shell of the retort, the bulb shal
project at least two-thirds of its length
into the principal chamber.

(3) A recording thermometer of a
range from 1700 F. to 2700 F., with scale
divisions not greater than 20 F The
bulb of such thermometer shall be in-
stalled as prescribed for the indicating
mercury thermometer. The case which
houses the charts and recording mech-
anism shall be provided with an ap-
proved lock, all keys to which shall'be in
the sole. custody of the inspector.

(4) A pressure gauge of a range from
0 to 30 pounds, with scale divisions not
greater than 1 pound and diameter of
not less than 5 inches. Such gauge
shall be connected to the chamber of
the retort by a short gooseneck tube.
The gauge shall be not more than 4
inches higher than the gooseneck.

(5) A blow-off vent of at least 3 -inch
inside diameter in the top of the retort.

(6) A Ya-inch bleeder in top of the
retort.

(p) Suitable space and facilities shall
be provided for the inspector to prepare
records and examine samples and for the
safekeeping of records and equipment.

§ 85.22 General operating condi-
tions. (a) The decks and holds of all
boats tonging or dredging oysters for or
transporting oysters to an inspected
establishment, and the bodies of other
conveyances so transporting oysters shall
be kept in a sanitafy condition. Such
boats shall be equipped with -adequate
means for protecting the oysters against
contamination with bilge water.

(b) Inspected establishments, freight
boats, and other conveyances serving
such establishments shall accept only
live, clean, sound oysters taken from un-
polluted areas. When necessary, ice or
other suitable refrigeration shall be pro-
vided to prevent spoilage.

(c) After delivery of each load of
oysters to the establishment, decks and
holds of each boat and the body of each-
other conveyance or container making
such delivery shall be washed down with
clean, unpolluted water, and all debris
shall be cleaned therefrom before such
boat or other conveyance or container
leaves the establishment premises.

(d) Before being steamed or opened
by other means, the oysters shall

be washed with clean, unpolluted water
and then passed over the Inspection belt
and culled to remove dirty, muddy, dead,
or decomposed oysters and extraneous
material. Muddy oysters may be re-
turned to the washer for rewashing.

(e) As often as is necessary to main-
tain sanitary conditions, unloading plat-
forms and equipment shall be washed
with clean, unpolluted water, and all de-
bris shall be cleaned therefrom,

(f) Shells shall be removed from the
shucking shed continuously.

(g) Offal, debris, or refuse from any
source whatever shall not be allowed to
accumulate in the cannery or, except for
shells, about the premises. Shells shall
not be allowed to accumulate about the
premises in such a manner as to create a
nuisance.

(h) The delivery ofi steamed oysters
to shuckers by means of manually roll-
ing, trundling, or wheelbarrowing such
oysters on or above shucking tables will
not be permitted,

(i) Shucking knives and shucking cups
shall be thoroughly washed with soap
and water and chlorinated before use
each day. Chlorine solution shall be
maintained at a strength of 200 parts per
million.

(j) No shucked .oysters shall be re-
turned to shucker after delivery to the
weigher. Shucking cups shall be cleaned
and sanitized after each delivery to the
weigher.

(k) Shucked oysters being transported
from one building to another shall be
properly covered and protected against
contamination.

(1) The shucked oysters shall be
washed, separated from the shell and
grit by suitable devices, and then imme-
diately drained. The time of washing
shall not exceed the minimum time nec-
essary for cleansing.

(m) From the time of delivery to the
cannery up to the time of final proc-
essing, oysters shall be handled expedi-
tiously and under such conditions as to
prevent contamination or spoilage.

(n) The packer shall destroy for food
purposes under the Immediate supervi-
sion of the inspector all oysters in his
possession condemned by the Inspector
as filthy, decomposed, putrid, or unfit for
food. Oysters condemned on the boat or
on the unloading platform shall not be
taken into the cannery, but shall be
either destroyed or returfied to a bedding
ground.

(o) All portions of the establishment
shall be adequately lighted to enable the
Inspector to perform his duties properly.

(p) All floors and other parts of the
establishment including unloading plat-
forms, and all fixtures, equipment, and
utensils shall be cleaned as often as may
be necessary to maintain them In a sani-
tary condition.

(q) The packer shall require all em-
ployees handling oysters to wash their
hands after each absence from post of
duty and to observe other proper habits
of cleanliness.

(r) The packer shall not knowingly
employ in or about the establishment
any person aflilcted with an Infectious or
contagious disease or with any open sores
on exposed portions of the body.
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§ 85.23 Code marking. (a) Code
marks shall be affxed to all cans and
other immediate containers before they
are placed in the processing retorts.
Such marks shall show at least:

(1) The date of packing;
(2) The establishment where packed;
(3) The conveyance; and
(4) The size of the oysters when such

oysters are graded for size.
(b) Keys to all code marks shall be

given to the Inspector.
(c) Each lot shall be stored separately

pending final inspection, with a space
of not-less than 6 inches between stacks
of each lot. For the purposes of the reg-
ulations in tins part all cans or other
containers bearing the same code marks
shall be regarded as comprising a lot.

§ 85.24 Processing. (a) The closure
of the can or other immediate container
and the time and temperature of steri-
lizing the canned oysters shall be ade-
quate to ]event bacterial spoilage.

(b) The following times and tempera-
tures shall be the minimum employed
for the containers indicated:

CAt z ED OYSTERS

Initiai Time at Time at

size tern 2409 F. 2,561 F.

211 x12.-1 Sfizutes Minufts
1 300 -.. .. 70 24 14

211 x 306 .--------- 130 23 13
211 x409- .......

07 x 400 ......... 70 28
3 7 x 4 O 9 _ ...... 1 3 0 2 7 1 3

For the purposes of this section, initial
temperature is defined as the average
temperature of the contents of the con-
tamer at the moment steam is admitted
to the sterilizing retort.
(c) The blow-off vent shall be open

during the coming-up period until the
mercury thermometer registers at least
2150 F. Bleeders shall emit steam dur-
ing the entire cooking period.

(d) The inspector shall identify each
record on the thermometer chart with
the code mark of the lot to which such
record relates and the date of such rec-
ord. The Administration shall keep
such charts for at least 5 years, and
upon request shall make them available
to the packer.

(e) The packer shall keep for at least
1 year all shipping records covering ship-
ments from each lot, and upon request
shall furnish such records to any in-
spector of the Administration.

§ 85.25 Examination after canning.
(a) Adequate samples shall be drawn by
the inspector from each lot of canned
oysters and shall be examined to deter-
mine whether or not such canned oysters
conform to all requirements of the Fed-
eral Food, Drug, and Cosmetic Act,
amendments thereto, and regulations
thereunder.

(b) The packer shall destroy for food
purposes, under the immediate super-
vision of the inspector, all canned oysters
condemmed by the inspector as not com-
plying with § 85.24, or as filthy, decom-
posed, putrid, or otherwise unfit for food.

§ 85.26 LabeZing. (a) Labels on
canned oysters packed and certified un-
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der §§85.16 through 85.29 may bear
the mark "Production Supervized by tho
U. S. Food and Drug Administration."
Such mark, if used, shall be plainly and
conspicuously displayed, In type of uni-
form size and style, on a strongly con-
trasting, uniform background.

(b) Two proofs, or one proof and one
photostat thereof, or eight specimens of
all labeling intended for use on Inspected
canned oysters or on or within the cassc
therefor shall be submitted to the Ad-
ministration for approval If proofs or
photostat and proof are submitted, eight
specimens of the labeling shall be cent to
the Administration after printing. The
•Administration is hereby authorized to
approve labeling for use on canned oys-
ters inspected under §§ 85.16 through
85.29. Approval shall be subject to the
condition that such labeling shall be so
used as to comply with the provisions of
the Federal Food, Drug and Cosmetic
Act, amendments thereto, and regula-
tions thereunder. The Administration
is also authorized to revoke any such ap-
proval for cause. The Administration
shall not approve labeling for canned
oysters intended for export under the
provisions of § 85.27 (e).
"(c) No commercial brand or brand

name appearing on labeling approved as
authorized under paragraph (b) of this
section and bearing the mark described
in paragraph (a) of this section, and no
labeling simulating any such approved
labeling, shall be used after such ap-
proval on canned oysters other than
those that have been handled, prepared,
and packed in compliance with all pro-
visions of §§ 85.16 through 85.29; but
this section shall not apply to any
packer's labeling not bearing such mark
after termination of inspection or with-
drawal thereof as authorized by § 85.29
or to any distributor's labeling not bear-
ing such mark after written notice by
the owner thereof to the Administration
that the use of such labeling on inspected
canned oysters has been discontinued
and will not be resumed.
(d) Canned-oyster labeling authorized

by paragraph (a) of this section or ap-
proved under paragraph (b) of this
section shall be used only as authorized
by §§ 85.16 through 85.29. Unauthor-
ized use of such labeling renders the user
liable to the penalties prescribed by the
Food, Drug, and Cosmetic Act, as
amended.

§ 85.27 Certifilcates of inspection;
ware7wustng and export permWt. (a)
After finding that the canned oysters
comprising any parcel have been han-
dled, prepared, and packed in compliance
with all provisions of §§ 85.16 through
85.29; bear labeling approved as au-
thorized under § 85.26 (b) and comply
with all the provisions of the Federal

ood, Drug, and Cosmetic Act, amend-
ments thereto, and regulations there-
under, the inspector shall issue a
certificate showing that such canned
oysters so comply. The certifleate shall
specify the code marks to which it ap-
plies, the quantity of the parcel so
marked, the place where such parcel I-
stored, the size and kind of containers,
the commercial brand name on the
labels, the condition of the oysters if

they are broken or if they are sibztand-
ard in fill, and the destination of the lot,
if Imown. Such certificate shall bzcome
void if such labeling is removed, altered,
obliterated, or replaced; but such canned
oysters may be relabeled under super-
vision of an inpector and recertified if
the inspector finds that, after being re-
labeled, they comply with the require-
ments laid down by this paragraph for
the issuance of a certificate.

(b) Unless covered by certificate,
canned oysters shall be moved from su
Inspected establishment only for storage
authorized under paragraph (c) of this
section, or for export authorized under
paragraph (e) of this section, or for
destruction as provided by § 85.25 (b)

(c) Applications to move unlabeled
canned oyster. for storage in a ware-
house elsewhere than in the establish-
ment where such oysters were packed"
shall be on forms supplied by the Ad-
ministration. The application rhall give
the name and location of the warehouse
in which such canned oysters are to be
stored, and shall be accompanied by an
agreement signed by the operator of
such warehouse that inspectors shall
have free access at all times to all canned
oysters so stored, and that conditions
which will preserve the Identity of each
parcel of such canned oysters shall be
continuously maintained pending issu-
ance of a certificate thereon or removal
as authorized by paragraph (d) of this
section. If such application is approved
and it appears to the Inspector that the
canned oysters comprising any parcel
have been packed in compliance with
§g 85.16 through 85.29 and conform,
except for the abzance of labeling, to all
requirements of the Federal Food, Drug,
and Cosimetic Act, amendments thereto,
and regulations thereunder, the inspec-
tor shall issue to the applicant, on his
request, a warehousing permit covering
such canned oysters. Such permit shall
speclfy the code marks to which it ap-
plies, the quantity of the parcel so
marked, the place from and to which
such parcel Is to be moved, the size of
the oysters, the size and kind of con-
tainers, and the condition of the oysters
if they are broken or if they are sub-
standard n fill and, if such be the case,
that they are intended for export under
paragraph (e) of this section. 'When
any provision of the agreement is mo-
lated, the Administration may revoke
any permit Issued pursuant to such
agreement, and may also revoke its ap-
proval of the application for warehous-
ing which accompanied such agreement.

(d) Unles covered by certificate,
canned oysters stored under the author-
Ity of paragraph (c) of this section shall
be moved from the warehouse where
stored only for re-storage under such
authority, or for retun upon written
permlsson of the Inspector to the estab-
lihnment where packed, or for export
authorized under paragraph (e) of this
section, or for destruction as provided by
§85.25 (b).

(e) An application to export canned
oysters under the provisions of section
801 (d) of the act shall be accompanied
by the original or a verified copy of the
specifications of the foreign purchaser;
if required by the Administration, evi-
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dence showing that such canned oysters
are not in conflict with the laws of the
country to which they are intended for
export; and, if shipment of labeled
canned oysters is specified or directed,
eight specimens of the labeling therefor.
If canned oysters prepared or packed
according to such specifications are not
in conflict with the laws of such country,
the Administration shall direct the in-
specter to issue to the applicant an ex-
port permit covering such canned oysters
comprising any parcel ordered by such
purchaser under such specifications,
when the inspector finds that such
canned oysters were packed in compli-
ance with the requirements of §§ 85.16
through 85.29 regarding sanitary con-
ditions and processing; are not filthy,
decomposed, putrid, or otherwise unfit
for food; accord to such specifications,
and are labeled on the outside of the
shipping package to show that they are
Intended for export. Such permit shall
specify the code marks to which it ap-
plies and the quantity of the parcel so
marked, and shall show that such canned
oysters were packed under sanitary con-
ditions, are wholesome, and accord to
such specifications. The applicant shall
furnish to the inspector documentary
evidence showing the exportation of all
such canned oysters.

§ 85.28 Inspection fees. (a) (1)
Except as otherwise provided by the reg-
ulations in this part, an initial payment
of $600.00 shall accompany each applica-
tion; thereafter, three additional ad-
vance payments of $600.00 each shall be
made, as follows: One payment on or
before the date of the beginning of the
regular inspection period specified in the
application for inspection; the remain-
ing two payments on or before the first
day of each succeeding month, except
that the Administration may require the
full amount of all advance payments pre-
scribed by this paragraph to accompany
the application of an applicant who has
defaulted In any payment due for any
prior packing season: Provded, That a
packer who is concurrently receiving in-
spection service and making payments
under the regulations for the inspection
of processed shrimp shall not make any
additional payments under this subpara-
graph.

(2) Whenever it is determined, with-
out hearing, by the Administration that
an establishment having the inspection
service has been damaged by wind, fire,
flood, or other calamity to such an ex-
tent that packing operations cannot be
resumed before the end of the fiscal year
then current, no advqnce payments fall-
ing due after such calamity shall be re-
quired from the packer for that fiscal
year; but whenever it is determined,
without hearing, by the Administration
that an establishment having the inspec-
tion service has been so damaged by any
such calamity, that operations must be
suspended temporarily, but can -be re-
sumed before the end of the fiscal year
then current, advance payments falling
due after such calamity and before the
month of resumption of operations shall
be postponed until operations are re-
sumed, and thereupon shall be paid In

equal monthly installments during the
period between the time of resumption of
operations and June 1 of the fiscal year
then current: Provided, That in the
event of a determination described in
this subparagraph the total payments
and production deposits made by the
packer involved shall be charged with
the cost of the service made available for
the establishment, without regard to the
method provided hereinafter for com-
puting charges against payments and
production deposits, and the balance of
the total payments and deposits remain-
ing after such charges shall be refunded
by the Administration to the packer
after the completion of the flgcal year.

(3) Each application for an extension
inspection period of 1 month shall be
accompamed by a payment of $600.00,
and at subsequent monthly intervals
thereafter additional p a y men t s of
$600.00 shall be made; but if the final
payment is to cover a priod of less than
30 days, then such payment shall be at
the rate of $20.00 for each day of such
period.

(b) (1) In addition to the payments
prescribed in paragraph (a) of this sec-
tion, advance deposits based upon the
quantity of oysters canned by the sub-
scribing establishment shall be made to
underwrite adequately the cost of the
inspection service. Such deposits shall
be paid in advance in amounts of not
less than $300.00, unless the Administra-
tion on an estimate of production au-
thorizes other amounts, and shall be
computed at the rate of 15 cents for each
case of 48 cans, size 211 x 300. Any ad-
vance production deposits In excess of
those required for actual oysters canned
for the fiscal year (July 1 through June
30) shall be refunded to the packers by
the Administration after the completion
of the.fiscal year.

(2) Production deposits as computed
under subparagraph (1) of this para-
graph, together with deposits for shrimp
received as prescribed under §,85.13 (b)
(1) in the case of processed shrimp,
shall be charged with the balance of the
total cost of the inspection service which
has not been provided for by the com-
bined total payments under paragraph
(A) of this section and paragraph (a) of
§ 85.13, in the case of processed shrimp.
The balance of the production deposits
remaining after such charges have been
made shall be refunded by the Admin-
istration to the packers after the com-
pletion of the fiscal year in the ratio
which each packer's production deposits
for oysters canned and deposits for
shrimp received bears to the combined
total of such deposits for oysters canned
and shrimp received by all packers for
the fiscal year.

(3) When inspection service is with-
drawn from an establishment as author-
ized under § 85.29 (a) the Administra-
tion shall not return to the packer any
advance payments and/or deposits re-
quired to the date of withdrawal of the
service. Such payments and/or de-
posits shall be charged with the cost of
the service made available for the estab-
lishment without regard to the method
described in this'section, and the balance
that would have accrued to such packer

shall remain to the credit of the Food
and Drug Administration in the special
account "Salaries and Expenses, Cer-
tification and Inspection Services."
(c) A separate fee shall be paid to

cover all expenses Incurred In accordance
with the regulations of the United States
Government, for salary, travel, subsist-
ence, and for other purposes Incident to
inspection for the purpose of Issuing a
certificate or warehousing or export per-
mit on canned oysters stored or held at
any place other than an establishment to
which a seafood Inspector Is then
assigned.
(d) When the cannery and the can-

nery warehouse of an establishment are
located at different points of such dis-
tance apart that transportation between
them Is required for the inspector to per-
form his duties in the establishment, the
packer shall furnish such transportation
or shall pay a separate fee to cover all
expenses therefor.
(e) All payments required by the reg-

ulations in this part shall be by bank
draft or certified check, collectible atpar,
drawn to the order of the Treasurer,
United States, and payable at Washing-
ton, D. C. All such drafts and checks,
except those for the payment required
by § 85.16 (a), shall be delivered to the
inspector and promptly scheduled to the
Food and Drug Administration, Depart-
ment of Health, Education, and Welfare,
Washifigton, D. C., whereupon after ap-
propriate records thereof have been
made they shall be transmitted to the
Chief. Disbursing Officer, Division of
Disbursement, Treasury Department, for
deposit to the special account "Certifica-
tion and Inspection Services, Food and
Drug Administration."

f) All refunds to packers shall be by
check drawn on the Treasury of the
United States pursuant to refund
vouchers duly certified and approved by
the designated administrative officers.

§ 85.29 Suspensidn and witldrawal
of inspection service, (a) The Adminis-
tration may suspend and the Score-
tary may withdraw inspection service
in any establishment upon failure of
the packer to comply with any applicable
provision of §§ 85.16 through 85.29 or
upon the dissemination by the packer or
any person in privity with him of any
representation that Is false or misleading
in any particular regarding the applica-
tion to any seafood of the inspection
service provided by the regulations in
this part.

(b) When Inspection service Is sus-
pended In an establishment, as au-
thorlzed by paragraph (a) of this sec-
tion, the Administration shall not
lengthen the inspection period In such
establishment to compensate for any of
the time of suspension.

PART 120-TOLERANCES AND EXEMsPTIONS
FROm TOLERANCES FOR PESTICIDE CtIll-
ICALS IN OR ON RAW AGRICULTURAL CoI-
MIODITIES

DEFiNITIONS, INTERPRETATIONS, AND
TXEiiPTIOfU8

Sec.
120.1 Definitions and interpretations,
120.2 Pestcide chemicals considered tin-

safe.
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Tolerances for related pesticide
chemicals.

Certification of usefulness and resi-
due estimate.

Zero tolerances.
Exemptions from the requirement of

a tolerance.

PROCEDURE FOR FILING prrevbONS

120.7 Petitions proposing tolerances or ex-
emptions for pesticide residues in
or on raw agricultural commodi-
ties.

120.8 'Withdrawal of petitions without
prejudice.

120.9 Substantive amendments to peti-
tions.

ADVISORY COMILEITTEES

Referral of petition to advisory
committee.

Appointment of advisory committee.
Procedure for advisory committee.

PROCEDURE FOR FILING OBJECTIONS AND
ROLDING A PUBLIC 21EARING

Objections to regulations and re-
quests for hearings.

Public hearing; notice.
Presiding officer.
Parties; burden of proof; appear-

ances.
Prehearing and other conferences.
Submission of documentary evi-

dence in advance.
Excerpts from documentary evi-

dence.
Submission and receipt of evidence.
Transcript of the testimony.
Oral and written arguments.
Indexing of record.
Certification of record.
Filing the record of the hearing.
Copies of the record of the hearing.
Proposed order.
Final order.

ADOPTION OF TOLER&NCE Oz INITIATIVE OF sEC-
RETARY OR ON REQUEST OF INTERESTED
PERSONS; JUDICIAL REVIEWV; TEMPORARY TOL-
ERANCES; AMENDLENT AND REPEAL OF TOL=R-
ANCES; FEES

120.29 Adoption of tolerance on initiative of
the Secretary or on request of an
interested person.

120.30 Judicial review.
120.31 Temporary tolerances.
120.32 Procedure for amending and repeal-

ing tolerances or exemptions from
tolerances.

120.33 Fees.

TOLERANCES FOR RESIDUES

120.101 Specific tolerances for pesticide
residues in or on fresh fruits and
vegetables.

120.102 Tolerances for residues of EES
(s o d i u n 2,4-dichloropheno-y-
ethyl sulfate).

120.103 Tolerance for residues of captan.
120.104 Extended tolerance for residues of

heptachlor (1,4,5,6,7,8,8-hepta-
c h 1 o r-o-3a,4,7,7a-tetrahydro-4,7-
methanoindene).

120.105 Tolerance for residues of Systox
(0,0 - diethyl - (2-ethylmercapto-
ethyl) thlophosphate, a mixture
of the thiono and thlol isomers).

120.106 Tolerance for residues of 3-(3,4-
dichlorophenyl) - 1,1 - dimethyl-
urea.

120.107 Tolerances for residues of Aramite.
120.108 Tolerance for residues of 3-(p-

chlorophenyl) -1,1-dimethylursa.
120.109 Tolerances for residues of Chloro-

benzilate (ethyl 4,4'-dichloroben-
zilate.

120.110 Tolerances for residues of maneb
(manganese ethylenebisdithlo-
carbamate).
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See.
120.3

120.4

120.5
120.6
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120.10

120.11
120.12

Sec.
120.111 Toleranccs for residues or mala-

thlon.
120.112 Tolerances for relduc of Sulphe-

none (p-chlorophenyl sulfono).
120.113 Exemption from the requirement

of a tolerance for residues of
allethrln

120.114 Tolerance for residues of ferbam.
120.115 Tolerance for residues of -ineb.
120.116 Tolerances for residues of ziram.
120.117 Tolerance for resdue3 of chlore-

tetracycline.
120.118 Tolerances for rcldues of Phygon

(dichlone or 2,3 dichloro-l.4-
naphthoquinone).

120.110 Tolerances for reslduc of IIPT
(O-ethyl-O-p-nitrophenyl ben-
zene thlophosphonato).

AurHonrvv: §§ 120.1 to 120.119 Isued un-
der sec. 701, 52 Stat. 1055; 21 U. S. C. 371.
Interpret or apply sec. 403, CS Stat. 511; 21
U. S. C. 346a.

DEFlnTIONS, InTEIPRTATIOVS, AIlD
XE.=PTIOllS

§120.1 Definitions and interpreta-
tions. (a) Secretary, without qualiica-
tion, means the Secretary of Health,
Education, and Welfare.

(b) Department, without qualifica-
tion, means the Department of Health,
Education, and Welfare.

(c) Commissioner means the .Com-
missioner of Food and Drugs.

(d) Pesticide Branch means the unit
established within the Food and Drug
Administration charged with adminis-
tration of the Pesticide Residue amend-
ment to the Federal Food, Drug, and
Cosmetic Act (section 408).

(e) Raw agricultural commodities In-
clude, among other things, fresh fruits,
whether or not they have been washed
and colored or otherwise treated in
their unpeeled natural form; vegetables
in their raw or natural state, whether
or not they have been stripped of their
outer leaves, waxed, prepared into fresh
green salads, etc., grains, nuts, eggs,
raw milk, meats, and similar agricltual
produce. It does not include foods that
have been processed, fabricated, or
manufactured by cooking, freezing, de-
hydrating, or milling.

(f) Where raw agricultural commodi-
ties bearing residues that have been
exempted from the requirement of a
tolerance, or which are within a toler-
ance permitted under section 403 are
used, the processed foods will not be
considered unsafe within the meaning of
section 406 if:

(1) The poisonous or deleterious
pesticide residues have been removed to
the extent possible in good manufactur-
ing practice; and

(2) The concentration of the pesticide
in the preserved or processed food when
ready to eat Is not greater than the tol-
erance permitted on the raw agricul-
tural commodity.

§ 120.2 Pesticide chemicals consid-
ered unsafe. (a) In general, pesticide
chemicals are not generally recognized
as safe for use, for the purpose of section
408 ta) except sulfur, lime, and lime-
sulfur.

(b) Upon written request, the Peotl-
cide Branch will advise Interested per-
sons whether a pesticide chemical should
be considered as poisonous or deleterlouz,

or one not generally recognized by quail-
fled experts as safe.

(c) The training and expenenca
nece. ary to qualify experts to evaluate
the -afety of pesticide chemicals for the
purpo-es of section 403 (a) are essen-
tinily the same as training and expen-
ence necessary to qualify experts to serve
on advisory committees prescribed by
section 408 (g) (See § 120.11.)

r, 120.3 Tolerances for related Vesti-
cide chemicals. (a) Pesticide chem-
Icals that cause related pharmacological
effects will be regarded, in the absence
of evidence to the contrary, as having an
additive deleterious action. (For ex-
ample, pesticide chemicals within each
of- the following groups have related
pharmacological effects: Many chorm-
ated hydrocarbons, arsenic-containing
chemicals, metallic dithiocarbanates,
many organic -phosphates.)

(b) Tolerances established for such
related pesticide chemicals may limit the
amount of a common component (such
as As-O.) that may be present, or may
limit the amount of biological activity
(such as cholinesterase inhibition) that
may be present, or may limit the total
amount of related pesticide chemicals
4such as chlorinated hydrocarbons)
that may be present.

r 120.4 Certiflcation of usefulness
and residue eztfmate. The time period
for the Department's consideration of
a petition will not begin to run until the
Secretary of Agriculture certifies that
the pesticide chemical involved is useful
and gives an opinion whether the toler-
ance proposed by the petitioner reason-
ably reflects the amount of residue likely
to result when the pesticide chemical is
used in the manner proposed. The tol-
erance thereafter established ordinarily
will not exceed that flgre which the
Secretary of Akgrlculture states, n his
opinion, reasonably reflects the amounts
of residue likely to result.

§ 120.5 Zero tolerances. A zero tol-
erance means that no amount of the pes-
ticide chemical may remain on the raw
agricultural commodity when it is offered
for shipment. A zero tolerance for a
pesticide chemical in or on a raw agri-
cultural commodity may be established
because, among other reasons:

(a) A safe level of the pesticide chemi-
cal In the diet of two different species of
warm-blooded animals has not been re-
llably determined.

(b) The chemical is carcinogemc to
or has otheralarming physioloaical ef-
fects. upon one or more of the species of
the test animals used, when fed in the
diet of such animals.

(c) The pesticide chemical is toxic,
but Is normally used at times when, or
In such manner that, fruit, vegetables,
or other raw agricultural commodities
will not bear or contain It.

(d) All residue of the pesticide chem-
Ical Is normally removed through good
agricultural practice such as washing
or brushing or through weathering or
other changes in the chemical itself,
prior to introduction of the raw agrl-
cultural commodity into interstate com-
merce.

Sec.
120.13

120.14
120.15
120.16

120.17
120.18

120.19

120.20
120.21
120.22
120.23
120.24
120.25
120.26
120.27
120.28



§ 120.6 Exemptions from the require-
ment of a tolerance. (a) An exemption
from a tolerance shall be -granted when
it appears that the total quantity of the
pesticide chemical in or on all raw agri-
cultural commodities for which it is use-
ful under conditions of use currently
prevailing or proposed will involve no
hazard to the public health.

(b) When applied to growing crops,
in accordance with good agricultural
practice, the following pesticide chemi-
cals are exempt from the requirement
of a tolerance:

(1) The following copper compounds:
Bordeaux mixture, copper acetate, basic
copper carbonate (malachite) copper-
lime mixtures, copper oxychloride, cop-
per silicate, copper sulfate basic, copper-
zinc chromate, cuprous oxide.

(2) N-Octylbicyclo-(2,2,1) -5-heptene-
2,3-dicarboximide)

(3) Petroleum oils.
(4) Piperonyl butoxide.
(5) Piperonyl cyclonene.
(6) N-Propyl isome.
(7) Pyrethrum and pyrethrins.
(8) Rotenone or derris or cube roots.
(9) Ryama.
(10) Sabadilla.

These pesticides are not exempted from
the requirement of a tolerance when ap-
plied to a crop at the time of or after
harvest.

PROCEDURE FOR FILING PETITIONS

§ 120.7 Petitions proposing tolerances
or exemptions for pesticide residues in or
on raw agricultural commodities. (a)
Petitions to be filed with the Department
under the provisions of section 408 (d)
shall be submitted in duplicate to the
Pesticide Branch. If any part of the
material submitted'is in a foreign lan-
guage, it shall be accompanied by an ac-
curate and complete English translation.
The petition shall be accompanied by an
advance deposit for fees described in
§ 120.33. The petition shall state peti-
tioner's mail address to which notice of
objection under section 408 (d) (5) may
be sent.

(b) Petitions shall include the fol-
lowing data and be submitted in the fol-
lowing form:

(Date)
Pesticide Branch,
Food and Drug Administration,
Department of Health, Education, and Wel-

fare,
Washington 25, D. C.

Dear Sirs:
The undersigned , ------ .-------- sub

mits this petition pursuant to section 408
(d) (1) of the Federal Food, Drug, and Cos-
metic Act with respect to the pesticide chem-
Ical -----------

Attached hereto, in duplicate and consti-
tuting a part of this petition, are the follow-
ing:

A. The name, chemical identity, and com-
position of the pesticide chemical. (If the
pesticide chemical is an ingredient of an
economic poison, the complete quantitative
formula of the resulting ebonomie poison
should be submitted. The submission of this
information does not restrict the application
of any tolerance or exemption granted to the
specific formula(s) submitted.)

B. The amount, frequency, and time of ap-
plication of the pesticide chemical.
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C. Full reports of investigations made with
respect to the safety of the pesticide chemi-
cal. (These reports should include, where
necessary, detailed data derived from ap-
propriate animal or other biological experi-
ments in which the methods used and the
results obtained are clearly set forth.)

'D. The results of tests on the amount of
residue remaining, including a description
of the analytical method used. (Sufficient
information should be submitted about the
analytical method to permit competent In-
vestigators to apply it successfully.)

E. Practicable methods for removing resi-
due that exceeds any proposed tolerance.

F. Proposed tolerances for the pesticide
chemical if tolerances are proposed.

G. Reasonable grounds in support of the
petition.

Enclosed is (money order, bank draft, or
certified check) for $ ----- payable to the
Food and Drug Administration to cover
clerical operations, initial administrative re-
view, and the cost incurred in considering
the petition after it has been filed.

Very truly yours,

(Petitioner)
Per -------------------

(Indicate authority)
Mail address.....................

This petition must be signed by the peti-
tioner or by his attorney or agent, or (if a
corporation) by an authorized official.

The data specified under the several let-
tered headings should be on separate sheets
or sets of sheets, suitably Identified. If such
data have already been submitted with an
earlier application, the present petition may
incorporate it by reference to the earlier
one.

The petitioner will be notified of the date
on which his petition is flied.

ALL PETITIONS SHOULD BE SUBEI'ED IN DU-
PLICATE. A SINGLE COPY WILL NOT BE
ACCEPTED FOR PILING

(c) Except as noted in paragraph (d)
of this section, a petition shall not be
accepted for filing if any of the data
prescribed by section 408 (d) are lacking
or are not set forth so as to be readily
understood. Data in a petition entitled
to protection as a trade secret will be
held confidential and not revealed unless
it is necessary to do so in administrative
or judicial proceedings under section 408.

(d). The Pesticide Branch shall notify
the petitioner within 15 days after its
receipt of acceptance or nonacceptance
of a petition, and if not accepted the rea-
sons therefor. Copy of the notice shall
be sent to the Plant Pest Control Branch,
Agricultural Research Service, Depart-
ment of Agriculture. If accepted, the
date of notification becomes the date of
filing for the purposes of section 408 (d)
(1) If petitioner desires, he may sup-
plement a deficient petition after noti-
fication as to deficiencies. Each supple-
ment shall be accompanied by a deposit
of fees as specified in § 120.33 (e). If the
supplementary material or explanation
of petition is deemed acceptable, peti-
tioner shall be notified, and date of such
notification becomes the date of filing.
If the petitioner does not wish to supple-
ment or explain the petition and requests
in writing that it be fied as submitted,
the petition shall be filed and the peti-
tioner so notified. The date of such noti-
fication becomes the date of filing. The
Commissioner shall publish In the FED-
ERAL REGIS Rs within 30 days a notice
of filing, name of petitioner, and a brief

outline of the petition, Including descrip-
tion of analytical method or reference
to a publication In which it appears, If
such publication Is generally available.

(e) The Pesticide Branch may request
a sample of the pesticide chemical at any
time while a petition Is under considera-
tion. The Pesticide Branch shall specify
in Its request for a sample of the pesti-
cide chemical, a quantity which it deems
adequate to permit tests of analytical
methods used to determine residues of
the pesticide chemical and of methods
proposed by the petitioner for removing
any residues of the chemical that ex-
ceed the tolerance proposed. The date
used for computing the 90-day limit for
the purposes of section 408 (d) (2) shall
be moved forward 1 day for .each day In
excess of 15 from the mailing date of the
request taken by the petitioner to submit
the sample. If the sample Is not sub-
mitted within 180 days after mailing date
of the request, the petition will be con-
sidered withdrawn without prejudice,

(f) The date of receipt from the Sec-
retary of AgricultUre of certification as
to usefulness shall be the date used for
computing the 90-day limit for the pur-
poses of section 408 (d) (2)

(g) Unless the petition is referred to
an advisory committee, the Commis-
sioner shall publish in the FEDERAL Rza-
ISTER within 90 days after receipt of the
certification of usefulness, a regulation
establishing a tolerance for residues of
of the pesticide chemical or exemptlng
such residues from the necessity of a
tolerance, as provided In section 408 (d)
(2) of the act.

§ 120.8 Withdrawal of petitions with-
out prejudice. In some cases the Pesti-
cide Branch or an advisory committee to
which the petition has been referred will
notify the petitioner that the petition,
while technically complete, is inadequate
to justify the establishment of a toler-
ance or the tolerance requested by peti-
tioner. This may be due to the fact that
the data are not sufficiently clear or com-
plete. In such cases, the petitioner may
withdraw the petition pending its clari-
fication or the obtaining of additional
data. This withdrawal may be without
prejudice to a future filing. Upon re-
filing, the time limitation will begin to
run anew from the date of refiling or the
date of receipt of certification from the
Secretary of Agriculture, whichever is
later. A deposit for fees as specified in
§ 120.33 (f) shall accompany the resub-
mission of the petition.

§ 120.9 Substantive amendments to
petitions. After a petition has been filed
or referred to an advisory committee,
the petitioner may submit additional in-
formation or data In support thereof,
but in such cases the petition will be
given a new filing date or a new initial
date of consideration by the advisory
committee, and the time limitation will
begin to run anew. The additional data
shall be accompanied by a deposit of fees
as specified in § 120.33 (g)

ADVISORY COMDUTTEES

§ 120.10 Referral of petition to ad-
wsory committee. (a) If within the
prescribed period a personfiling a peti-
tion requests that the petition be re-
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ferred to an advisory committee, he shall
make such request in writing to the
Commissioner and forward with such
request an advance deposit for fees pre-
scribed by § 120.33 (i) (3)

(b) If further advance deposits are
not made upon request of the Comms-
sioner, as provided for m § 120.33 (i) (3)
the request for referral of the petition
to-an advisory committee shall be con-
sidered withdrawn, and a tolerance shafl
be established within 90 days of the date
on which the Commissioner requested
the further advance deposit.

(c) In case the Commissioner on his
own initiative deems it necessary to refer
a petition to an advisory committee, he
shall, in writing, so inform the person
filing the petition.

§ 120.11 Appointment of advisory
committee. (a) Whenever the referral
of a petition or proposal to an advisory
committee is requested or the Commis-
sioner otherwise deems such referral-
necessary, the Commissioner will request
the National Academy of Sciences to
select qualified experts, including at
least one representative from land-grant
colleges, willing to serve on the advisory
committee. All such experts shall have
had sufficient training and experience in
biology, medicine, physiology, toxicology,
pharmacology, veterinary medicine, or
other appropriate science to evaluate the
safety of pesticide chemicals. The Com-
missioner will request the National
Academy of Sciences, when it furnishes
the names of such experts, to supply a
biographical sketch showing the back-
ground of their experience and their
connection, if any, with academic and
commercial institutions.

(b) Each advisory committee shall
consist of not less than three experts,
at least one of whom is a representative
from a land-grant college. The Com-
missioner may specify a larger number
to serve. He shall appoint one member
of the committee as chairman, and the
chairman shall be the spokesman of the
committee for receiving and forwarding
reports, and other functions of the com-
mittee.

(c) The Commissioner shall appoint
the experts so selected and fix their
compensation at not to exceed $50.00
per day for each day or part thereof
spent in committee meetings and in trav-
eling to and from committee meetings
held outside the city of their residence,
plus necessary traveling and subsistence
expenses while the experts are serving
away from their places of residence.
Subsistence expenses shall not exceed
$25.00 per day.

§ 120.12 Procedure for advisory com-
mittee. (a) The Commissioner shall
submit to the chairman of the committee
the petition for tolerances, together with
certification by the Secretary of Agri-
culture and such other relevant, reliable
information as may be available. When
the Commissioner submits a proposal
to an advisory committee, he shall in-
form the petitioner and furnish him,
with copies of material other than the
petition and certification that is fur-
rushed the committee. The chairman
of the committee shall acknowledge re-
ceipt of the information and readiness
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of the committee to act. The date of
receipt of such information shall be con-
sidered the beginning of the period al-
lowed for consideration by the committee.
Copy of this acknowledgment shall be
forwarded to the petitioner by the chair-
man of the committee.

(b) A secretariat to advisory commit-
tees will be established by the Commis-
sioner. The secretariat shall furnish
members of the committee with copies
of the proposal or petition, certification
from the Secretary of Agriculture, and
any data received by the chairman. If
the chairman of the committee believes
that a meeting of the committee is nec-
essary before making a recommendation,
he shall so advise the Commis ioner.
Such meetings shall be held in Wash-
ington, D. C., or such other place as
the Commissioner may designate. The
Commissioner shall furnish a suitable
meeting place for the committee. If a
meeting is held, the secretariat shall
keep the minutes and provide clerical
assistance.

(c) As soon as practicable, but not
later than 60 days after receipt of pro-
posal or petition (unless the time has
been extended as provided in paragraph
(d) of this section), the chairman shall
certify to the Zommlqsioner the report
of the committee, including any minor-
ity report, and shall return the peti-
tion for tolerances and the certification
by the Secretary of Agriculture. The
report will include copies of all relevant
material considered by the committee,
except that in the case of Ecientific liter-
ature readily available in scientific
libraries proper reference may be made
to it instead of furnishing actual copies.
The report of the advisory committee
shall be available for inspection by any
interested person after a tolerance or
exemption resulting from the petition is
published.

(d) If at any time within 60 days, the
chairman believes that the advisory
committee needs more time, he shall so
inform the Commissioner in writing, In
which case he shall make the certifica-
tion contemplated by section 408 (d) (3)
of the act within the additional 30 days.

(e) The date of receipt of the com-
mittee report will be the date for com-
puting time for the Commissioner to act
for the purposes of both sections 408 (d)
(3) and (e)

(f) The chairman of the committee,
after consultation with the committee
members, will inform the National
Academy of Sciences of the committee's
opinion as to the member who may best
represent the committee at a hearing, if
one occurs.

(g) More than one petition or proposal
may be handled by a committee con-
currently.

(h) Persons authorized under section
408 (h) to discuss proposals or petitions
with the committee shall notify the
chairman and if practicable make ap-
pointments through him. The report of
the committee shall show the names of
persons other than committee mem-
bers discussing proposals or petitions
with the committee. Except for discus-
sions with authorized persons the com-
mittee- shall not disclose data orliinat-
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ing with a petitioner prior to publication
of a regulation.
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HOLD=G A PUBLIC HEYAING

§ 120.13 Objections to regultions and
requests for hearings. (a) Objections
under section 403 (d) (5) shall be sub-
mitted In quintuplicate to the hearmig
clerl of the Department and shall be
accompanied by a filing fee as specified
in § 120.33 (h) Each objection to a
provision of the regulatIon shall be sep-
arately numbered.

(b) A statement of objections shall
not be accepted for filing if:

(1) It fails to establish that the ob-
jector is adversely affected by the regu-
lation; or

(2) It does not specify with particu-
larity the provisions of the regulation
to which objection is taTken; or

(3) It does not state reasonable
grounds for each objection raised.
Grounds which It is reasonable to con-
clude are capable of being established
by reliable evidence at the hearing and
which if proved would call for changing
the provisions specified in the objections
will be deemed reasonable grounds.

(c) If the statement of objections
may not be filed, the Commissioner shall
inform the objector of the reasons.

(d) If objections to a regulation issued
pursuant to a petition are filed by a per-
con other than the petitioner, the Fcod
and Drug Administration shall send a
copy of the objections by registered mail,
return receipt requested, to the peti-
tioner at the address given in the peti-
tion. Petitioner shall have 2 weeks from
the date of receipt of the objections to
make v,rltten reply.

§ 120.14 Public hearing; notice. If
the objections and statements filed by
any person, when they are considered
with the record in the proceeding (in-
cluding any reply to the objections that
the petitioner may have filed) show that
the person filing the objections is ad-
versely affected and that the grounds
stated in support of the objections are
reasonable, the Commissioner shall
cause to be published in the Fai= A
Rz osrn a notice reciting the objections
and announcing a public hearing to re-
ceive evidence on them. The notice
shall dezi-nate the place where the hear-
Ing will be held, specify the time within
which appearances must be filed, and
specify the time (not earlier than 30 days
after the date of the notice) when the
hearing will start. The hearing shall
convene at the place and time announced
in the notice but thereafter it may be
moved to a different place and may be
continued from day to day or recessed
to a later day without other notice than
announcement thereof by the presiding
officer at the hearing.

§ 120.15 Presiding officer. Thehear-
ing shall be conducted by a. presiding of-
ficer, who shall be a hearing examiner
appointed as provided in the Adminis-
trative Procedure Act and designated by
the Commissioner for conducting the
hearing. Any such designation may be
made or revoked by the Commissioner at
any time. Hearings shall be conducted
in an informal but orderly manner in ac-
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cordance with these regulations and the
requirements of the Administrative Pro-
cedure Act. The presiding officer shall
have the power to adnunister oaths and
affirmations; to request the member of
an advisory committee designated as
provided by section 408 (d) (5) to tes-
tify with respect to the report and rec-
ommendations of the committee; to rule
upon offers of proof and admissibility of
evidence; to receive relevant evidence; to
examine witnesses; to regulate the
course of the hearing; to hold confer-
ences for the simplification of the issues,
and to dispose of procedural requests;
but he shall not have power to decide any
motion that involves final determination
of the merits of the proceeding.

§ 120.16 Parties; burden of proof"
appearances. At the hearing, the per-
son whose objections raised the issues to
be determined shall be, within the mean-
ing of section 7 (c) of the Administra-
tive Procedure Act, the proponent of the
order sought, and accordingly shall-have
the burden of proof. Any interested per-
son shall be given an opportunity to ap-
pear at the hearing, either in person or
by hisauthorized representative, and to
be heard with respect to matters rele-
vant to the issues raised by the objec-
tions. Any interested person who de-
sires to be heard at the hearing in
person or through a representative shall,
within the time specified in the notice of
hearing, file with the presiding officer a
written notice of appearance setting
forth his name, address, and employ-
ment. If such person desires to be
heard through a representative, such
person or such representative shall file
with the presiding officer a written ap-
pearance setting forth the name, ad-
dress, and employment of such person.
Any person or representative shall state
with particularity in the aplearance his
interest in the proceedings and shall set
forth the specific provisions of the regu-
lations concerning which objections have
been made on which such person desires
to be heard. The appearance shall also
set forth with particularity the position
to be taken concerning the objections on
Which he wishes to be heard. No person
shall be heard if he failed to file his ap-
pearance within the time prescribed in
the absence of a clear showing of good
cause why the appearance was not filed.
All present at the hearing shall conform
to all reasonable standards of orderly
and ethical conduct.

§ 120.17 Prehearing and other con-
ferences. (a) The presiding officer, on
his own motion, or on the motion of 'any
party or his representative, may direct
all parties or their representatives to
appear at a specified time and place for
a conference to consider:

(1) The simplification of the issues.
(2) The possibility of obtaining stipu-

lations, admissions of facts and docu-
ments.

(3) The limitation of the number of
expert witnesses.

(4) The scheduling of witnesses to be
called.

(5) The advance submission of all
documentary evidence.

(6) Such other matters as may aid in
the disposition of the proceeding.

The presiding officer shall make an order
which recites the action taken at the
conference, the agreements made by the
parties or their representatives, and the
schedule of witnesses, and which limits
the issues for hearing to those not dis-
posed of by admissions or agreements.
Such order shall control the subsequent
course of the proceeding unless modified
for good cause by subsequent order.

(b) The presiding officer may also
direct all parties and their representa-
tives to appear at conferences at any
time during the hearing with a view to
simplification, clarification, or shorten-
ing of the hearing.

§ 120.18 Submission of documentary
evzdence in advance. (a) All documen-
tary evidence to be offered at the hearing
shall be submitted to the presiding offi-
cer and to the parties sufficiently in ad-
vance of the offer of stich documentary
evidence for introduction into the record
to permit study and preparation of
cross-examination and r e b u t t a 1
evidence.

(b) The presiding officer, after con-
sultation with the parties at a confer-
ence called in accordance with § 120.17,
slall make an order specifying the time
at which documentary evidence shall be
submitted. He shall also specify in his
order the time within which objection to
the authenticity of such documents must
be made to comply with paragraph (d)
of this section.

(c) Documentary evidence not sub-
mitted in advance in accordance with
the requirements of paragraphs (a) and
(b) of this section shall not be received
m evidence in the absence of a clear
showing that the offering party had good
cause for his failure to produce the evi-
dence sooner.

(d) The authenticity of all documents
submitted in advance shall be deemed
admitted unless written objection
thereto is filed with the presiding officer
upon notice to the other parties within
the time specified by the presiding officer
M accordance with paragraph (b) of
this section, except that a party will be
permitted to challenge such authenticity
at a later time upon a clear showing of
good cause for failure to have filed such
written objection.

§ 120.19 Excerpts from documentary
cedence. When portions only of a docu-
ment are to be relied upon, the offering
party shall prepare the pertinent ex-
cerpts, adequately identified, and shall
supply copies of such excerpts, together
with a statement indicating the purpose
for which such materials will be offered,
to the presiding officer and to the other
parties. Only the excerpts, so prepared
and submitted, shall be received in the
record. However, the whole of the orig-
inal document should be made available
for examination and for use by opposing
counsel 'for purposes of cross-exam-
ination.

§ 120.20 Submzsszon and receipt of
evidence. (a) Each witness shall, before

-proceeding to testify, be sworn or make
affirmation.

(b) When necessary to prevent undue
prolongation of the hearing, the presid-
ing- officer may limit the number of times

any witness may testify, the repetitious
examination, and cross-examination of
witnesses, or the amount of corroborative
or cumulative evidence.

(c) The presiding officer shall admit
only evidence which is relevant, ma-
terial, and not unduly repetitious.

(d) Opinion evidence shall be admit-
ted when the presiding officer is satisfied
that the witness is properly qualifid.

(e) The presiding officer shall file as
exhibits the FEDE.AL REISTERn promul-
gating the regulation to which objections
were taken and any report, recommenda-
tions, underlying data, and reasons that
were certified to the Secretary by an
advisory committee pursuant to section
408 (d) (3) The report, recommenda-
tions, underlying data, and reasons shall
be subject to sectionl (c) of the Admin-
istrative Procedure Act. All documents
constituting the record accumulated up
to the start of the hearing shall be open
for inspection by interested persons dur-
ing office hours in the office of the hear-
ing clerk of the Department.

(f) The member of an advisory com-
mittee, if any, designated to testify, or

'any member requested to testify by the
petitioner, the Department, or the pre-
siding officer, or who upon his own
initiative requests to be heard, shall
appear and testify with respect to the
report, recommendations, underlying
data, and reasons of the committee,
The designated member shall receive per
diem and travel and subsistence ex-
penses when incurred, as though he
were attending a meeting of the advisory
committee.

(g) If any person objects to the ad-
mission or rejection of any evidence or
to other limitation of the scope of any
examination or cross-examination, he
shall state briefly the grounds for such
objection, and the transcript shall, not
include extended argument or -debate
thereon except as ordered by the pre-
siding officer. A ruling of the presiding
officer on any such objection shall be a
part of the transcript, together with
such offer of proof as has been made,

§ 120.21 Transcript of the testimony.
Testimony given at a hearing shall be
reported verbatim. All written state-
ments, charts, tabulations, and similar
data offered in evidence at the hearing
shall be marked for identification and,
upon a showing satisfactory to the pre-
siding officer of their authenticity, rele-
vancy, and materiality, shall be received
in evidence subject to the Administrative
Procedure Act (see. 7 (c), 60 Stat. 238;
5 U. S. C. 1006 (c)), Exhibits shall, if
practicable, be subniitted in quintupli-
cate. In case the required number of
copies are not made available, the pre-
siding officer shall exercise his discretikn
as to whether said exhibit shall be read
in evidence or whether additional copies
shall be required to be submitted within
a time to be specified by the presiding
officer. Where the testimony of a wit-
ness refers to a statute or to a report or
document, the presiding officer shall,
after inquiry relating to the identifica-
tion of such statute, report, or document,
determine whether the same shall be pro-
duced at the hearing and physically be
made a part of the evidence by reference,
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Where relevant and material matter
offered in evidence is embraced in a re-
port or document containing immaterial
and irrelevant matter, such imnaterial
and irrelevant matter shall be excluded
and shall be segregated insofar as prac-
ticable, subject to the direction of the
presiding officer.

§ 120.22 Oral and written arguments.
(a) Unless the presiding officer issues an
announcement at the hearing author-
izing oral argument before him, it shall
not be permitted.

(b) The presiding officer shall an-
nounce at the hearing a reasonable
period within which interested persons
may file written arguments based solely
upon the evidence received at the hear-
ing, citing the pages of the transcript of
the testimony or properly identified ex-
hibits where such evidence occurs.

§ 120.23 Indexng of record. (a)
Whenever it appears to the presiding
officer that the record of hearing will
be of such length that an index to the
record will permit a more orderly pre-
sentation of the evidence and reduce
delay, the presiding officer shall require
counsel for the parties to prepare a daily
topical index which will be available to
the presiding officer and all parties.
Preparation of such an index shall be
apportioned among all counsel present in
such manner as appears just and proper
in the circumstances.

(b) The index should include each
topic of testimony upon which evidence
is taken, the name of each witness testi-
fying upon the topic, the page of the
record at which each portion of his
testimony appeared, and the number of
each exhibit relating to the topic. The
index should also contain the name of
each witness, followed by the topics upon
which he testified and the page of the
record at which such testimony appears.

§ 120.24 Certification of record. At
the close of the hearing, the presiding
officer shall afford interested persons a
short time (not longer than 1 week,
except in unusual cases) in which to
point out errors that may have been
made in transcribing the testimony.
The presiding officer shall promptly
thereafter order such corrections made
as in his judgment are required to make
the transcript conform to the testimony,
and he shall certify the transcript of
testimony and the exhibits to the Com-
sioner.

§ 120.25 Filing the record of the
hearng. As soon as practicable after
the close of the hearing, the complete
record of the hearing shall be fied in the
office of the Hearing Clerk. The record
shall include the transcript of the testi-
mony, and exhibits, and any written ar-
guments that may have been filed.

§ 120.26 Copes of the record of the
hearing. The Department will make
provisions for a stenographic record of
the testimony and for such copies of the
transcript thereof as it requires for its
own purposes. Any person desiring a
copy of the record of the hearing or of
any part thereof shall be entitled to the
same upon payment of the costs thereof.

§ 120.27 Proposed order As soon as
practicable after the time for filing writ-

No. 246--Pt. 1-15

FEDERAL REGISTER

ten arguments has ended the CommL-
sioner shall prepare and cause to be
published in the FERAL Rcais n a pro-
posed order which shall incorporate find-
ings of fact, recommend decisions on the
objections which were the subject of the
hearing and tentative regulations. The
proposed order shall specify a reasonable
time, ordinarily not to exceed 30 days,
within which any interested person may
file exceptions. The exceptions shall
point out with particularity the alleged
errors in said proposed order and shall
contain a specific reference to the pagez
of the transcript of the testimony or to
the exhibits on which each exception
is based. Such exceptions may be ac-
companied by a memorandum brief.

§ 120.28 Final order As soon as
practicable after the time for filing ex-
ceptions has passed, the record and the
exceptions shall be presented to the Sec-
retary and he shall cause to Le published
in the FErSA= REoGisIm his final order
promulgating the regulation.
ADOPTION OF TOLERAME ON niITIATzIVE OF

SECRETrAnY OR ON IiEQUESrT OF niTZrl-
ESTED PERSONS; JUDICAL RE'MEv* W-f-Z-

PORARY TOLERfa.o'.s A.IENDXE.T AN;D

nREPEAL OF TOLERI CES; FEES

§ 120.29 Adoption of tolerance on ini-
tiatire of Secretary or on request of an
znterested person. (a) Upon the re-
quest of an interested peron (other than
a person who has regiztered or who has
submitted an application for the res,-
tration of an economic poison under the
Federal Insecticide, Fungicide, and Ro-
denticide Act (7 U. S. C. 135)) furnLshing
reasonable grounds therefor, and upon
advance depo.it to cover fees as pre-
scribed in § 120.33, the Commil ioner
may propose the issuance of a regulation
establishing a tolerance for a pesticide
chemical or exempting It from the neces-
sity of a tolerance. Reasonable grounds
shall include an explanation showing
wherein the person has a substantial in-
terest in such a tolerance or exemption
from tolerance; information, if avail-
able, as to why registrant of the pesticide
chemical under the Federal Insecticide,
Fungicide, and Rodenticide Act has not
petitioned for a tolerance or exemption
from a tolerance; and adequate data on
subjects outlined in clauses (A), (B)
(C) (D), (E), and (F) of section 408
(d) (1) of the Federal Food, Drug, and
Cosmetic Act. If the Commissioner
concludes upon studying the requcst that
it does not warrant a propozal for the
issuance of a regulation, he shall so In-
form the person malng the requct and
state the reasons for his decision.

(b) The notice of the propozal shall
show whether It is made on the initiative
of the Commisoner or at the request of
an interested person, naming ouch per-
son.

(c) If within 30 days after publication
of the proposal a person who has regi -
tered, or who has submitted an applica-
tion for registration of an economic
poison under the Federal Insecticide,
Fungicide, and Rodenticide Act contain-
ing the pesticide chemical named in the
proposal, requests In writing that the
proposal be referred to an advilory com-
mittee and makes advance deposit as
provided by § 120.33 (1) (3), the Commis-

sloner shall appoint a committee as pro-
vided in ' 120.11 and refer the proposal
and relevant data to such committee.
The Department and the committee shall
proceed as prezcribed in section 403 and
this part.

(d) If further advance deposits are not
made upon request of the Commissioner,
as provided In S 120.33 (1) (3) the re-
quest for referral of the petition to an
advisory committee shall be considered
withdrawn, and a tolerance shall be
established within 90 days from the date
on which the Commissioner requested
the further advance deposit.

§ 120.30 Judicial remew. (a) The
Secretary of Health, Education, and
Welfare hereby designates the Assistant
General Counzel for Food and Drugs of
the Dapartment of Health, Education,
and Welfare as the officer upon whom
copy of petition for judicial review shall
be served. Such oficer shall be respn-
sible for filing in the court a transcript
of proceedings and the record on which
the order of the Secretary of Health,
Education, and Welfare is based. The
transcrlpt and record shall be certified
by the Secretary.

(b) Before forwarding the transcript
and record to the court the Department
shall advise the petitioner of costs of
preparing It and as soon as payment to
cover fees Is made shall forward the
transcript of procceding and record to
the court.

§ 120.31 Temporary tolerances. (a)
A temporary tolerance (or exemption
from a tolerance) established under au-
thority of section 408 (j) of the act shall
be deemed to be a tolerance (or exemp-
tion from the requirement of a toler-
ance) for the purposes of section 403 (a)
(1) or (2) of the act.

(b) (1) A request for a temporary tol-
erance or a temporary exemption from
a tolerance by a person who has obtained
an experimental permit for a pesticide
chemical under the Federal Insecticide,
Fungicide, and Rodenticide Act shall be
accompanied by a copy of such experi-
mental permit, such data as are avail-
able on subjects outlined in clauses CA),
(B), (C) (D) (E) (F) and (G) of sec-
tion 403 (d) (1) and an advance deposit
to cover fees as provided in § 120.33 (d)

(2) Before an experimental permit
has been obtained, the Pesticide Brpnch
upon request of the Department of Ag-
riculture or a person who proposes to
apply for an experimental permit wil
consider available data and discuss its
adequacy for the purpose of justifying
a tolerance or exemption from a
tolerance.

(c) A notice of the Issuance of a tem-
porary tolerance outlining any restric-
tions as- to uze of the chemical imposed
under the experimental permit under the
Federal Insecticide, Fungicide, and Ro-
denticide Act may be published in the
FDmrn Rr rzr. if the Commissioner
deems such publication desirable.

(d) A temporary tolerance or exemp-
tion from a tolerance may be issued for
a period designed to allow the orderly
marketing of the raw agricultural com-
modities produced while testin a pesti-
cide chemical under an expenmental
permit Issued under authority of the
Federal Insecticide, Fungicide, and Ro-
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denticide Act when the Commissioner
concludes that the public health can be
adequately protected, during such mar-
keting. A temporary tolerance or ex-
emption from a tolerance may be re-
voked if the experimental permit is
revoked, or may be revoked at any time
if it develops that the application for a
temporary tolerance contains a mis-
statement of a material fact or that
new scientific data or experience with
the pesticide chemicl indicates that it
may be hazardous to the public health.

§ 120.32 Procedure for amending and
repealing tolerances or exemptions from
tolerances. (a) The Commissioner on
his own initiative or on request from an
interested, person furnishing reasonable
grounds therefor, may propose the issu-
ance of a regulation amending or repeal-
ing a tolerance for a pesticide chemical
on raw agricultural commodities or
granting or repealing an exemption from
tolerance for such chemical. Requests
for such amendment or repeal shall be
made In writing and accompanied by an
advance deposit to cover fees as pro-
vided In § 120.33 (d)

(b) Reasonable grounds shall include
an explanation showing Wherein the
person has a substantial interest in such
tolerance or exemption from tolerance
and an assertion of facts (supported by
data if available) showing that new uses
for the- pesticide chemical have been de-
veloped or old uses abandoned, that new
data are available as to toxicity of the
chemical, or that experience with the
application of the tolerance or exemp-
tion from tolerance may justify its
amendment or repeal. Evidence that a
person has registered or has submitted
an application for the registration of an
economic poison under the Federal In-
secticide, Fungicide, and Rodenticide
Act will be regarded as evidence that he
has a substantial interest in a tolerance
or exemption from the requirement of
a tolerance for a pesticide chemical that
consists in whole or in part of the eco-
nomic poison. New data should be fur-
nished in the form specified in § 120.7
(b) for submitting petitions.

(c) The notice announcing the pro-
posal to amend or repeal a regulation
shall show whether the proposal was
made on the initiative of the Commis-
sioner or at the request of an interested
persoh, naming such person. From this,
point the proceedings shall be the same
as prescribed by section 408 (e) begin-
ning with the second sentence of that
paragraph, and the regulations appli-
cable to section 408 (d) (e) (f) and (g)

§ 120.33 Fees. (a) Except as noted,
In paragraphs (b) and (c) of this sec-
tion, each petition or request for the
establishment of a tolerance shall be
accompanied by a deposit of $1,000, plus
$100 for each raw agricultural cpm-
modity more than nine on which the
establishment of a tolerance is requested.

(b) Except as noted in paragraph (c)
of this section, a petition requesting two
or more numerical tolerance levels shall
be accompanied by a deposit of $1,500,
plus $100 for each raw agricultural com-
modity more than 14 on which the
establishment of a tolerance is requested.

(c) Each petition or request for the
establishment of a tolerance at a lower
numerical level or levels than a toler-
ance already established for the same
pesticide chemical, or for the establish-
ment of a tolerance on additional raw
agricultural commodities at the same
numerical level as a tolerance already
established for the same pesticide chem-
ical, shall be accompanied by a deposit
of $100, plus $100 for each raw agricul-
tural commodity on which a tolerance is
requested.

(d) Each petition or request for an
exemption or a temporary exemption
from the requirement of a tolerance, a
temporary tolerance, or the amendment
or repeal of a tolerance or exemption
shall be accompaned by a deposit of
$1,000, unless it meets the requirements
of subparagraph (1) or (2) of this para-
graph.

(1) Such deposit is not required when,
in connection with the change sought
under this paragraph, a petition or re-
quest is filed for the establishment of nevw
tolerances to take the place of those
sought to be amended or repealed and a
deposit is made as required by paragraph
(a) or b) of this section.

(2) A request for a temporary toler-
ance for a pesticide chemical which has
a tolerance for other uses at the same
numerical level shall be accompanied by
a deposit of $100 for clerical handling
and initial admiistrative review, plus
$100 for each raw agricultural commod-
ity on which the temporary tolerance is
sought.

(e) If a petition or a request proposing
the issuance of a regulation is not Ac-
cepted for filing or processing because
it is technically incomplete, the deposit,
less a $100 fee for clerical handling and
initial administrative review, shall be re-
turned unless the petitioner indicates
that he wishes to submit a supplement,
in which case the deposit will be held by
the Commissioner, and the supplement
shall be accompanied by a nonreturn-
able fee of $100.

f) When a petition is withdrawn after
filing and resubmitted within 6 months,
it shall be accompanied by a deposit of
$300, or by a deposit equal to the one
originally submitted, which e v e r is
smaller. If resubmitted after 6 months,
it shall be accompanied by the deposit
that would be required if it were being
submitted for the first time.

(g) After a petition has been filed,
any additional information or data sub-
mitted in support of it (i. e., any sub-
stantive amendment) shall be accom-
panied by a deposit of $300 or by a
deposit equal to the one originally sub-
mitted, whichever is smaller.

(h) Objections under section 408 (d)
(5) of the act shall be accompanied by
a filing fee of $250.00.

(i) (1) In the event of a referral of'
a petition or proposal under this section
to an advisory committee, the costs shall
be borne by the person who requests the
referral of the data to the advisory
committee.

(2) Cost of the advisory committee,
including expenses of the secretariat,
will not exceed $75.00 per member per
day plus cost of duplicating documents

referred to the committee, plus neces-
sary traveling and subsistence expenses
of the members while they are serving
,away from their places of residence,

(3) An advance deposit shall be made
in the amount of $2,500 to cover the
costs. Further advance deposits of
$2,500 each shall be made upon request
of the Commissioner when necessary to
prevent arrears In the payment of such
costs. Any deposits in excess of actual
expenses will be refunded to the deposi-
tor.

Qi) The person who files a petition for
judicial review of an order under section
408 Cd) (5) or (e) of the act shall pay
the costs of preparing a transcript of the
proceedings and the record on which the
order is based.

(k) All deposits and fees Xequired by
the regulations In this part shall be paid
by money order, bank draft, or certified
check drawn to the order of the Food
and Drug Administration, collectible at
par at Washington, D. C. All deposits
and fees shall be forwarded to the Food
and Drug Administration, Department
of Health, Education, and Welfare,
Washington 25, D. C., whereupon after
making appropriate record thereof they
will be transmitted to the Treasurer of
the United States, for deposit to the spe-
cial account "Certification and Inspec-
tion Services, Food and Drug Adminis-
tration."

(1) The Commissioner may waive or
refund such fees In whole or In part when
in his judgment such action will promote
the public interest.

(m) Any person who believes that
payment of these fees will work a hard-
ship on him may petition the Commis-
sioner to waive or refund the fees.

TOLERANCES FOR RESIDUES

§ 120.101 Specific tolerances for pesti-
cide residues in or on fresh fruits and
vegetables. (a) (1) This section desig-
nates the poisonous or deleterious 'sub-
stances that, for the purposes of section
406 of the Federal Food, Drug, and Cos-
metic Act, are found to be required In
the production of the fresh fruits or
vegetables named in paragraph (e) of
this section. The tolerances established
for such substances apply only to
residues resulting from their applica-
tion prior to harvest. A tolerance in
terms of parts by weight for the poison-
ous or deleterious substance, or poison-
ous or deleterious residue resulting from
its addition,'to 1 million parts by weight
of the fruit or vegetable is set forth
after the name of each of the required
substances.

(2) For the purposes of this section,
the following substances are not con-
sidered as poisonous or deleterious sub-
stances: Sulfur, lime, lime-sulfur.

(b) The poisonous and deleterious
substances, for which tolerances are
established by this section are named by
their common names wherever prac-
ticable, otherwise by their chemical
names or by names assigned to them
by the United States Department of Ag-
riculture. For the purposes of this sec-
tion, the substances for which common,
group, or Department of Agriculture
names are used are as follows:

9638



Tuesday, December 20, 1955 FEDERAL REGISTE

W-~' - 12 CC5 
0

d 0
wC,0 0V 0, .21 r.j cr;4

13450 r. 0' -. 0 0 a

0 *fl M,4,9 ? C,_C
0 CS M2s AA a-lZ

0 0 * , 0,:; C r-C ,a 0 C) ti C) C q

C, 2 - 2 OO o 0 -, 2o 0

g13 S:l Q
a)-i 0 -OIO w :3 ~ Vl 94 040 ~ 1. CS .0~Shl

4, 0 ho 40 :;4 !4 -0 0 3OZ 0 0j Wl .0 .0
4. 00-.CS .

0 0) C) S I

Ca~~ q _ I.c - ' 4 U.

00 5
0
o -D 0 2 Iz a 1151C 00

0 ~ 8s $4 00o. ~ 0d~. ~*
r4 -0 0. Q d 3s r: 3 I

24 CSd C3.~4 0 ~ 2 -80 =" 0 l sS a,
CS~C 400 0 Ci -

-5 G ls

.2 -. 8.2 _. C4 l.D 4 w 33. 02 L- az 14 0 .Z -r

0 0"d0 0c a)j~V mu o sU i S
4- -+- 

ICd 
0 0V 1 P4 E0 0CC0.j. 1 I I tC I I

010 11~0~ t t a, tI a I

4-4Z O''+' 0 0~ O' 0 = 4) 0 1 42~ 44 C)A21 '2ADC
CS10 - 0 d. -0) : () S A s % Q C L' 0 X. 0OD0 0 0 CI&~ ci '0-0I

- 0 ~ -l "C~ - CS .-. r :2

CS CS ko 5 El2, t I I I3 I
.W 0 ezo 0 . 5

C)4 0' o 0 0 2 IV 00

CS 4- . .- 0 -. 1 4 .04 a)

o ~ ~~~C 0 - 0 -O0- 10 .

44-5 2 S ~ 0 ~ A.* = :5 ES Ela 2 As-
Z. di Cd $3 4 0.d, 0 0 0 4' 2 o .0-.M S3 4 d 0 - 0 0

0. 8 04 SC S. . :
C, C, 2'd 0 .

1i4 a) 0 0d .504; 8. 4 O 0 0 io S C2 0 o5 .
00 0z W-. 04 04 vi0=C, 0 .'- .0 w--S=t02 80 0 04 0.000 M- r .)tC:C

0~ 79 .0 g C)S, 0 Wk- OZRAC) 0 CSCS .~~

4i 0 C) E 3

-0 W;.. -S 0- -r)o

0 0 0 0 ci5

C) CS Q0 V Ci, 0v4  S v~'
n 2 1 ~.. 0O C 0. :N 0 " - MS 0 S5

".4. .0. 0a 0s 1400~

'-0 0.. %:5.R*0S 9. C) . q~ A -i .0 0.5 .0 2 .~ P6 0a. Cl ;> = 0 06 C
C: 0 .0 CS 'a00 .P.o . 0

0 ' ;z 0 11 1 CO =: 00 a~o 0 'MsE
Is 54 I0 0 1 11 S

0 I 3 IE ~ V I CSI 0 II' I5IC 0 0 C: C) 0 0

C, Is C.. 0 t 5 3 :I~C3 0.- V) 0 .. 0 0~ '
I t II CO 01 31 A t;

0I CO ;, ' ts _5 C) Qs 0, 0

9 1 5S 0 *0 - o 0 a. 1101 a) 0 0C C
-0 ". 4J1 . oSC0I0I 10 0 to0

t -', - * ~ - t ~40~ 0 !g 0q -'C 0
OCO C) C)* ~O

00S 0. 0~ CS" C, 0.-i

9839



RULES AND REGULATIONS

oE00

00

o -0

L L- C', rlO - V- L

0

0

100

U , Is I I

,333 I 3mI 0

i I I I I I I
* I I I I I I I I

I I I I I I I I 4
111 I lI I

I i I 1 I I I I
I I 10I I *

- IC, I I0 I i I I I .

I~ I II I

) I 
-p 

I I I 3 4
,i .I I I I

I+ ..) i I

= :,'

0

4

0

01 0

000

0
00 0

00 0

C' , : :4 $,P. AP 0 oP.AP
Loo -10 4 j *t-q'0 o 0 -t

11101 III
~ !~ !

I I I a 9

H 10 i~ 11 I
to 1.

0 I I0 1

CsII, I

i0 
0  

,I

I W I I I I

P . 0 . . . .
I';::A I}0i

I pII

W.E.

0'0

0 0

00 -

S- -3 I I I I

II11 1IIII2 $,A. AII
I I I I I

1111A111

I I I II1 1
111 I11 I!111 ! ! !

0
0

00

-0

5-35-

0 0

0,. 0.0.0.0 0I, .

.00..A 0.I I I I I4fr

331113
111111I111 I I1
I11 1 I1
I111111
IlilIII
111111I
I I1I111
I11111I
I311131

Il I I I

III I I
I I I I

I I 01I

1 I 11 3

I o I 0 3

C,
V
$2
0

V

0.0.0.0.0.

0.0. 0.0.0.
~ t. I~

'I'll
11111
I'll;

SI 111

I 1

sc,

01

00
* o'

0 00 0

A-5 A 4 -* .P4P

0.0.0.03. 0.0.00.0.00.0.00.0.A

*, ''0

I Ii 0

rA Co csII::I I 0

* 0 A -1

:E9o N

14

03
.0
0

0 0 0 0
0 -

0

0

00 0
0 0 P4

0.0..0.0
0..000.1
I~ktcqrlo

ca I * '

Is

L311
I I 3 Ia

IHa

os :o I j ,
5i0 , t

0

o c'

'0

0 0
0 wo5-

0 0 . 0 .

bcP. .5 . 000

wm o $2.t, A-4L

i 0 *

. 3 I 30 I I-- I I I
W I I . I I 00 1 1~' 1 1

w I I o .s

0 N~ 00 Pt MI.

0da9
In0

0

0.t .0

0 0.0.

of0. . '-0

(Dk.4 O~

14 .~i11CD *

0
0 0
$2 $2
0- 0
0.. I.
0 0
0 0

II
3l
II
II
II
II
II
il
Ii
II
II
II
II
II
II
II

II
'II

.11

.31

'0

0
0
0
0
C)

0
0
$2

0'0
*0

'0-
$22
044

0

0

0.

03

0

-4



Tuesday, December 20, 1955 FEDERAL REGISTER

0.

00

0
00

00 0
5 E ra i rl110.
P. A A0

Co - -&-A ; - r t 0

10 a0 I

1 10

42 0

00 0

3 .0.. 0 .0OP.0!0.0..0

3o333 3 P E .

0. 0.0.

10

"o1. 0

i4

es o e

0

350
. 5_

00

S I ,5

5 q3

553 P4

0

0.

0

5-.

0.

1:4 0.. 0.

30O t- 03O3
to 0 L- 4

I 3 5

0, o

4,* g 5 0
C 45555

0Q I A 14 A At

0533o 3,0

0

0

0

0 00
00 " 0
'00 00

A0 Aoo' Mo Lor.rr
t 1 0 0 E V t

05 15

insE

0
o 53

.0

000
tj0

0
0 r '

I4 0

Is - t

0*

a 0 0.a

0 t 0

00 -. $A0
00g- 0 Ca '~. a '. 0 0
00 0.

t 0

0.

0

0

- S

S0

Z 5

0 0

0+

'0o

o 00

U a

ii

0.
0 0

i V

0

- 0

Is '5 cz v

alll3

Z = 0 0 j

0 0 5 0
S3 - 32

a 0 .
.. Pi

0I-iii
11110

E 11111.

S I S I3 0

0 I 0

9641

553

355

o

0
0
'0
0E

0~ ,.=

I

isis

IItI

IDI

I I z

14P

0.0.I
0.I
00.0.
.IC-k-

333
555

533II
5,3II

331
533 •
353
553
335
533
355
333
533
355

353



RULES AND REGULATIONS

o7

0

oto

o" 0:
'a a

A' A- A- A -4 Pq4 AC4 C-k

m miii4 t ", m4P4P iP.Ai:

co t-i tl Co l cl t E t- t L-

mimimI Im ,, m ,, ,,i
I I I I

m) m I I I ia

mmii,,,,i

tooi I to I I

mmii,,,,,,

l 0lillii
mi o mi ml

I , I N

0 I0 mm,,,
0 iI I I I

m,, m m,,,

_ mto ml.104.02

o 1

k 0

0I0

o
0o 0

Sm" ', ,,i "o

f iil Ii iitoC to ii~ mommiiPd AP P 9

S ! I | I I I

+ ~ l l I I IIm ~ m I i !

LOCO

'; IIi ii I]. II

~m. II, i IItmti.. - ,I I I' I@ I I I I I

I I~ i i I I

-. . .. ' , 2, , ,

I I .l0

coI t I I

Is 1

fa
C3

'0

.0 "o

A 1:4m A$2

A 064r
, m P.~22

'0

*0

2u OP

M c 0 .

'Cii.,
to

~ '.0
.0
;~ ito

~
-~ m -"w c~
eq F~eq

p

to

0-

00-

00 0

pppP. .PP. m 9. 0,
$2.0494 4

02C c-;-'4e -4 L- t- C

to
12

0

22
0.0.
0.04
C- eq
ii
mm
mm
mm
mm
ii
mm
mm
mm
m i
i m

'0

0 0

0

04 040

w ~0 4
,4044

81 1 It

0 ~ tot mmi1

Z! g I mI I1

to 9i m't TA i2 z

9642

0

'0

-d

it!

4-04

40 '

0, 0

to

to
0

.

u)

0

to

0

43Ii4



Tuesday, December 20, 1955 FEDERAL REGISTER

00

0 0 00

00 '

.40 M0 M

LOC ,ttt~

'0t It I I I

I0

I t

I ~ i II I i I

01IIii 1I II

ll i

III I t
Ii0 0 34 II

MI II oA I

222

0.0.0.

I I!

0 1H1
I-i

.0 0

M 4
N

*0

.0

A

IIII
ItIII

I Ililti
illII
IIIII
tIllI

itiii
lItII
IllII
IIII

~IIlI
it~iii

i i

I I

~0 II

oi00

NE4
RD0P

0

Se.4 I,- -

0
13
0

- 0
0
a

0
0 -
0= -

P. MO00. pi .0....0.- 0. I _I . 1

. o 0.. 0. .,. 0.=i0. 0..M
tz 6 t- C) tt- C20. - t-t-t

00 0
S 0

i
0

4 0 '0
5O 0 0

co toi P4AP0 0 .
0o Ot -t l -t L

I

III It1It It I t

07

0

0,

to
8it

0

CO

ts

cl

Q 0s

-0

o 0

02 00

Alo0 0 kI M M Mkk

O. Il

a C3

Moe

8i

'0

P.

0

£4

03

A0

0

.0

2

A0.0 0. 22l ElPr
A.0.M0.00ad..0. .0.0.~p

4" COt r t k- Ca C I t- b.k

0

dd '0

PM S2E
C- 0SC4

t °I I 0 I

C1 ' '° °
POOPI II

0
£4

0
:4

0
0

0
0
*0
8
c-i
I..

0
*0
0

0.
£4
0
.4

'0
0

.0
0

~24
00.
00

00

.. 0
~~0

13
0

p.

9643

2222

£i I I
till

Ill I
till
tIll
lIlt
! !t



RULES AND REGULATIONS

C)
0

0
p

0)
C)
0

*-.0
2
0
0

2 2 2222
p.

0 . 
0.~. 0.0.0.0.

10 0.0.0.p.0.p.0.
0 k- k- k-tk- k- k-

lila a Ill
ill ii I a a
a i i a a I a -i
lit iii it
iii tall I
lilt It ii
a ala ill
1111 it It
I I I i I' I
ill t i a I I
II tail ii
mIt ii lii
I t i I I i
I I I i I i a
Ill iii it
ill iti ii
ii liar ii
II ii aiim
a ii It ill
iii ill ii

I I t~ i a a
Ii a iti it
II 111111
iii a ala I
Ill lilt
1.11 a I ala

4)

0

0

0

0p0.

k- e
a iia
lamc
iii 13

0)

0

.0

0 

0

CO, 2in. 222
0o t..0 L 0.0.L0.0.0.0.L

W:

00

to 00
00

00 0

00 0

.C:

00

00

C*

23

0

0

0

S2

000

0a
04
0

0tq 0
1010k-i

0 0
0, ~
0

0 0)

4-

0

0

0

p

10

0,

0F-4 0.

k- -410
illz

0

0 0) 0

0. 0 )

0 ao 0! 00 0

1,11101 10 1

00

0. ,0. 0.. . 00~p0

0.
.0 00.0.o 0.100000

P"kk-k Pq.4kA 1~kk 4 A

0

0 0
0

0 a

- 4

0

o 1 '111t It

C3 i I q i I I i, d
ta a 11a111D

a lil _0li a i

il 1 P. 1A

11111 9 111

to

0
0)
0) ~
040

0
010

10 0

0

liil

0 ts

0)

0.1

to t

za0

0

$4

P.to

to

0)

0

0

)

o

0

0

z W

p.0
eqk

Ii-



Tuesday, December 20, 1955 FEDERAL REGISTER

t3

.00
C)

C) 0

90 -. 0 0

C) ~0 0o 0)
0) o 0 0 0

o00 22 0 0o
o t oc t2 L.L-oMaM .t - 0 - 0- t -

09 14. 14 1 It a.)1 14 .

a t I I . . .. ~ . 0 I I I

I alia I 1 4 1 1 il 1 1 t a i l i : I
it m t li lt 1 1 Iii I Iiii Im s

1511 1 th a a gal lii ~ ti l.. lii

l i t , iil m t l i i l '. l I s i s m

lil E4 lii lii iiii i aS it i miii,
di li i i l l 11 - 1 1.s 1  ill, IIs ml

iii~C ill a.=i .14i iii mmi. 11 1 al

A i t lilt 0 tN

.0 2

I 0 1 . I I .

I

1 0; 0 1.11

1) 0

I

o~ -

10 0 11

No. 206-Pt. 11-16

0.
*0

0.

C))

00 0

02 02

I to.I

C3 CiS .

F- .0 0 r
0 20 d

J4 0 C

0 0A Z P N "2

co 0

l .0 C:

C) -
o z-

ciLe

C*

TS 0.
ci =)

0

0

C:

=) r- A r. =P. )P

its .' .2 .~ .

Is I

1,0 I C

aii t 1.113 C-1 l m t I S.

il i li Ii l gl l
lil I ii IllIi 1110
111 11 til lmt 1 1 3

A I i V iA l )

P ii n1 11 i .11111 p II

0-

604



9646

sweet clover; beets (including sugar
beets;) cabbage, brussels sprouts, kohl-
rabi, cauliflower- corn; cotton; pasture
and range grass; onions; peanuts; sugar-
cane; sweetpotatoes; turnips with tops
and rutabagas (yellow turnips) without'
tops.

§ 120.105 Tolerance for residues of
Systox (0,0-diethyl-(2-ethylmercapto-
ethyl) thwphosphate, a mixture of the
thiono and thiol isomers) A tolerance
of 0.75 part per million for residues of
Systox (0,O-diethyl-(2-ethylmercapto-
ethyl) thiophosphate - a mixture of
the thiono and thiol isomers) and de-
rived anticholinesterase products as de-
termined by in vitro cholinesterase in-
hibition of pooled human plasma, using
technical .Systox as a standard (this
standard effects 50-percent inhibition of
pooled human plasma cholinesterase at
a concentration of 0.3±0.025 part per
million in: water as a medium) is estab-
lished in or on the following raw agri-
cultural commodities: Apples, broccoli,
brussels sprouts, cabbage, cauliflower,
muskmelons, oranges, pears, potatoes,
strawberries, and walnuts.

§ 120.106 Tolerance for residues of
3- (3,4-dichlorophenyl) 1,1-dimethylurea.
A tolerance of 1.0 part per million for
residues of 3-(3,4-dichlorophenyl) 1,1-
dimethylurea is established in or on the
following raw agricultural commodities:
Cottonseed, pineapple, and sugarcane.

§ 120.107 Tolerances for residues of
Aramite. (a) A tolerance of 1 part'per
million is established for residues of
Aramite (2-(p-tert-butylphenoxy)-iso-
propyl-2-chloroethyl sulfite) on the raw
agricultural commodities apples, blue-
berries, cantaloups, celery, cucumbers,
grapefruit, grapes, green beans, lemons,
muskmelons, oranges, peaches, pears,
plums, raspberries, strawberries, sweet
corn (kernels) but not forage thereof;
tomatoes, watermelons.

(b) A tolerance of zero is established
for residues of Aramite in or on the raw
agricultural commodities alfalfa and
soybeans (whole plant)

§ 120.108 Tolerance for residues of
3 - (p - chlorophenyl) -1,1-dimethylurea.
A tolerance of 1 part per million for resi-
dues of 3-(p-chlorophenyl)-1,1-dime-
thylurea is established in or on the
following raw agricultural commodities:
Asparagus, cottonseed, onions (dry bulbs
only), pineapple, spinach, sugarcane.

§ 120.109 Tolerances for residues of
Chlorobenzilate (e t h y l 4,4'-dichloro-
benzilate) A tolerance of 5 parts per
million iS established for residues of
Chlorobenzilate (ethyl 4,4'-dichloro-
benzilate) in or on each of the following
raw agricultural commodities: Apples,
cantaloups, lemons, oranges, and pears.

§ 120.110 Tolerances for residues of
maneb (manganese ethylenebzsdithio-
carbamate) Tolerances for residues of
maneb (manganese ethylenebisdithio-
carbamate) calculated as zinc ethylene-
bisdithlocarbamate, are established as
follows:

(a) 7 parts per million in or on apples,
beans carrots (with or without tops) or
carrot tops, celery, cranberries, cucum-
bers, eggplant, figs, grapes, melons,

RULES AND REGULATIONS

onions, peaches, peppers, spinach, sum-
mer squash, -tomatoes, and winter
squash.

(b) 0.1 part per million in or on al-
monds and potatoes.

§ 120.111 Tolerances for residues of
malathion. A tolerance of 8 parts per
million is established for residues of
malathion (O,O-dimethyl dithiophos-
phate of diethyl mercaptosuccmate) in
or on the following raw agricultural com-
modities: Alfalfa, apples, apricots, avo-
cados, beans, beets (including tops),
blueberries, broccoli, brussels sprouts,
cabbage, cauliflower, celery cherries,
clover, cranberries, cucumbers, dates,
eggplants, grapes, kale, lettuce, mangoes,
melons, mustard greens, onions (includ-
ing green onions) passion fruit, peaches,
peas, pears, peppers, pineapples, plums,
potatoes; prunes, rutabagas, spinach,
squash (both summer and winter
squash) strawberries, tomatoes, turnips
(including tops)

§ 120.112 Tolerances for residues of
Sulphenone (p-chlorophenyl phenyl sul-
lone) A tolerance of 8 parts per million
for residues of Sulphenone (p-chloro-
phenyl phenyl sulfone) is established in
or on each of the following raw agricul-
tural commodities: Apples, peaches,
pears.

§ 120.113 Exemption from the re-
quirement of a tolerance for residues of
allethrin. (a) Allethrin (allyl homolog
of emerm I) is exempted from the re-
quirement of a tolerance for residues
when used before harvest in the produc-
tion of beans, broccoli, brussels sprouts,
cabbage, cauliflower, collards, horse-
radish, kale, kohlrabi, lettuce., mush-
rooms, mustard greens, radish, ruta-
bagas, turnips.

(b) Allethrin is not exempted from
the requirement of a tolerance when
used at time of or after harvest.

§ 120.114 Tolerance for residues of
ferbam. A tolerance of 0.1 part per
million is established for residues of fer-
barn (ferric dimethyldithiocarbamate)
calculated as zinc ethylenebisdithiocar-
bamate, in or on almonds.

§ 120.115 Tolerance for residues of
zzneb. A tolerance of 7 parts per million
is established for residues of zmeb (zinc
ethylenebisdithiocarbamate) in or ,on
mushrooms.

§ 120.116 Tolerances for residues of
ztram. (a) A tolerance of 7 parts per
million Is established for residues of
ziram (zinc dimethyldithiocarbamate),
calculated as zinc ethylenebisdithiocar-
bamate, in or on strawberries.

(b) A tolerance of 0.1 part per million
is established for residues of ziram (zinc
dimethyldithiocarbamate) calculated as
zinc ethylenebisdithiocarbamate, in or
on almonds and pecans.

§ 120.117 Tolerance for residues of
chloretetracycline. A tolerance of 7
parts per million is established for resi-
dups of chloretetracycline in or on un-
cooked poultry. This tolerance level
shall not be exceeded in any part of the
poultry.

§ 120.118 Tolerances for residues of
Phygon (dichlone or 2,3-dichloro-1,4-

naphthoqunone) A tolerance of 3
parts per million Is established for resi-
dues of Phygon (dichlone or 2,3-dichloro-
1,4-naphthoquinone) In or on each of
the following raw agricultural commodi-
ties: Celery, tomatoes.

§ 120.119 Tolerances for residues of
EPN (O-ethyl-O-p-nitrophenyl benceno
thiophosphonate. Tolerances, for resi-
dues of EPN (O-ethyl-O-p-nltrophenyl
benzene thiophosphonate) are estab-
lished as follows:

(1) 3 parts per million In or on grapes,
olives, sugar beets (but not sugar beet
tops) tomatoes.

(2) 0.5 part per million In or on al-
monds, cottonseed, pecans, walnuts.

PART 125--LABEL STATESIENTS CONCERNINd
DIETARY PROPERTIES OF FOOD PURPORT-
ING To BE OR REPRESENTED ron SPECIAL
DIETARY USES

See.
125.1 Definitions and Interpretations of

terms.
125.2 General label statements,
125.3 Label statements relating to vitamins,
125.4 Label statements relating to minerals,
125.5 Label statements relating to infant

food.
125.6 Label statements relatfig to certain

food used In control of body welght
or in dietary management with re-
spect to disease.

125.7 Label statements relating to non-
nutritive constituents.

125.8 Label statements relating to hypo-
allergenic food,

125.9 Label statements relating to certain
foods used as a means of regulating
the Intake of sodium in dietary
management.

AUTHOMRTY: H§ 125.1 to 125.9 Issued under
sec. 701 (a), 52 Stat. 1055, 21 U. S. 0. 371 (a),
Interpret or apply sec. 403 (J), 52 Stat, 1047;
21 U. S. C. 343 (J).

§ 125.1 Definitions and interpreta-
tions of terms. (a) The definitions and
interpretations of terms contained in
section 201 of the Federal Food, Drug,
and Cosmetic Act shall be applicable also
to such terms when used In the regula-
tions in this part.

(b) Any requirement of the regula-
tions In this part with respect to the
quantity of vitamin A means the biologi-
cally measured activity of vitamin A and
Its precursors; but If any such precursor
Is sold as such or Is added to a food tho
label shall designate such precursor by
its common or usual name and not as
vitamin A.
(C) Specification In the regulations in

this part of a quantity of any vitamin,
mineral, or other dietary property as a
minimum daily requirement shall not
be construed as a determination that
such quantity Is sufficient for the treat-
ment of any disease resulting from a de-
ficiency In such vitamin, mineral, or
other property.

(d) For the purposes of the regula-
tions In this part, the terms "Infant,"'child," and "adult" mean persons not
more than 12 months old, more than 12
months but less than 12 years old, and
12 years or more old, respectively.

§ 125.2 General label statements. (a)
If a food (including food to which any
one or more of §§ 125.3 to 125.8, Inclusive,
is applicable) purports to be or is repro-
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sented for any special dietary use by
man, its label shall bear a statement of
the dietary properties upon which such
use is based in whole or in part. Such
statement shall show the presence or
absence of any substance, any alteration
of the quantity or character of any con-
stituent, and any other dietary property
of such food upon which such use is so
based.

(b) If a food (including food to which
any one or more of §§ 125.3 to 125.8, in-
clusive, is applicable) purports to be or
is represented for special dietary use by
reason of its use for treating any disease
resulting from a dietary deficiency In
man, its label shall bear, In addition to
the information required under para-
graph (a) of this section, adequate di-
rections for such use.

§ 125.3 Label statements relating to
vitamins. (a) (1) If a food purports to
be or is represented for special dietary
use by man by reason of its vitamin prop-
erty in respect of:

Vitamin A or its precursors,
Vitamin B.. (thiamine),
Vitamin C (ascorbic acid),
Vitamin D, or
Riboflavin (vitamin B,, vitamin a).

the label (except as provided In this
paragraph, with respect to cow's milk
and evaporated milk, and unless the ex-
emption under subparagraph (3) of this
paragraph applies) shall bear a state-
ment of the proportion of the minimm
daily requirement for such vitamin sup-
plied by such food when consumed in a
specified quantity during a period of one
day. If such purported or represented
special dietary use is for persons within
two or more age groups for which nnm-
mum daily requirements are set forth in
paragraph (b) such statement shall
include such proportion for each such
group; but if such use is for persons ir-
respective of age groups, such statement
may be limited to the proportion of the
minimum daily requirement set forth in
paragraph (b) of this section for an
adult. The quantity specified as above
required shall be the quantity customar-
ily or usually consumed during a period
of one day, or a quantity reasonably suit-
able for and practicable of consumption
within such period. When such propor-
tion is a whole number and a fraction
it may be expressed as the whole number
and the fraction may be disregarded.
The foregoing requirements of this para-
graph shall not apply to cow's milk and
evaporated milk which purport to be or
are represented for special dietary use
by reason of their content of vitamin D;
but in the case of cow's milk in which
the vitamin D content has been increased
by any means, and in the case of
evaporated milk with increased vitamin
D content as prescribed in the definition
and standard of identity for evaporated
milk (§ 18.520 of this chapter) the label
shall bear a statement of the number of
U. S. P. units in a specified quantity of
such milk or evaporated milk. In the
case of cow's milk in which the vitamin
D content is increased to less than 135
U. S. P. units to each quart, the label
shall also bear a statement that addi-
tional vitamin D should be supplied from
oLher sources.
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(2) If a food purports to be or Is rep-
resented for special dietary use by man
by reason of Its vitamin property In re-
spect of any vitamin not listed in sub-
paragraph (1) of this paragraph, the
label shall bear a statement of the quan-
tity of such vitamin in a specified quan-
tity of such food. The quantity of food
specified as required by this section, shall
be the quantity customarily or usually
consumed during a period of one day, or
a quantity reasonably suitable for and
practicable of consumption within such
period. If the need in human nutrition
for such vitamin has not been estab-
lished, the label shall also bear the state-
ment "The need for in human
nutrition has not been established," the
blank to be filled In with the name of
such vitamin.

(3) If a food purports to be or is rep-
*resented for special dietary use by man
by reason of its vitamin property, and
any such use is for treating any disease
resulting from a dietary deficiency of any
vitamin, the label shall bear a statement
of the quantity of such vitamin in .
specified quantity of such food. If the
represented special dietary use of such
food is solely for treating any such dis-
ease, such food shall be exempt from the
labeling requirements of subparagraphs
(1) and (2) of this paragraph when
otherwise applicable.

(4) Compliance with the provisions of
subparagraphs (2) and (3) of this para-
graph shall not be construed as relieving
any food which purports to be or is
represented for special dietary use by
reason of its vitamin property from the
application of section 403 (a) and 201
"(n) of the act, as in the case where the
need for such vitamin in human nutri-
tion is not substantially supported by the
opinion of experts qualified by scientific
training and experience to determine
such needs.

(b) For the purposes of the regulations
in this section the following are mini-
mum daily requirements:

(1) For vitamin A, 1,500 U. S. P. units
for an infant, 3,000 U. S. P. units for
a child, 4,000 U. S. P. units for an adult.

(2) For vitamin B, (thiamine), 0.25
milligram (83 U. S. P. units) for an in-
fant, 0.5 milligram (167 U. S. P. units)
for a child less than six years old, 0.'5
milligram (250 U. S. P. units) for a child
sL or more years old, 1 milligram (333
U. S. P. units) for an adult.

(3) For vitamin C (ascorbic acid), 10
milligrams (200 U. S. P. units) for an In-
fant, 20 milligrams (400 U. S. P. units)
for a child, 30 milligrams (600 U. S. P.
units) for an adult.

(4) For vitamin D, 400 U. S. P. units
for an infant, child, or adult

(5) For riboflavin (vitamin B, vita-
mi G) 0.5 milligram for an Infant, 2.0
milligrams for an adult.

§ 125.4 Label statements reLting to
minerals. (a) (1) If a food purports to
be or is represented for special dietary
use by man by reason of Its mineral
property in respect of:

Calcium,
Phosphorna,
Iron, or
Iodine,
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the label (except as provided in this sec-
tion with respect to Iodized salt, and un-
le- the exemption under subparagraph
(3) of this paragraph applies) shall bear
a statement of the proportion of the
minimum daily requirement for such
element supplied by such food when con-
sumed in a specified quantity during a
period of one day. If such purported
or represented special dietary use Is for
perzons within two or more age groups
or other groups having special dietary
requirements, for which minimum daily
requirements are set forth In paragraph
(b) of this section, such statement shall
include such proportion for each such
group; but if such use is for persons ir-
rLspective of such groups, such state-
ment may be limited to the proportion
of the minimum daily requirement set
forth In Paragraph (b) of this section
for an adult other than a pregnant or
lactating woman. The quantity spaci-
fled as above required shall be the quan-
tity customarily or usually consumed
during a period of one day, or a quantity
reasonably suitable for and practicable
of consumption within such period.
When such proportion is a whole number
and a fraction it maybe expressed as the
whole number and the fraction may be
disregarded. The foregoing requirements
of this paragraph shall not apply to
Iodized salt which purports to be or is
represented for special dietary use by
reason of Its Iodine content, if the label
bears a statement of the quantity or pro-
portion of Iodine, or salt thereof, In the
Iodized ralt and the quantity of iodine
present therein is not more than 0.02 per-
cent by welht.

(2) If a food purports to be or is rep-
resented for special dietary use by man
by reason of Its mineral property in re-
spect of any element not listed n sub-
paragraph (1) of this p3ragraph, the
label shall bear a statement of the quan-
tity of such element In a specified quan-
tity of such food. Zscept in the case of
foods subject to § 125.9, the quantity of
food specified as required In this section
shall be the quantity customarily or
umually consumed during a period of one
day, or a quantity reasonably suitable
for and practicable of consumption with-
in such period. If the need in human
nutrition for such element has not been
established, the labal shall also bear the
statement "The need for in
human nutrition has not been estab-
lished," the blan to be filled in with
the name of such element.

(3) If a food purports to be or is rep-
resented for special dietary use by mn
by reazon of Its mineral property, and
any such use is for treating any disease
resulting from a dietary deficiency of
any element, the label shall bear a state-
ment of the quantity of such element in
a specified quantity of such food. If the
represented special dietary use of such
food is solely for treating any such dis-
ease, such food shall be exempt from the
labeling requirements of subparagraphs
(1) and (2) of this paragraph when
otherwise applicable.

(4) Compliance with the provisions of
subparagraphs (2) and (3) of this para-
graph shall not be construed as reliev-
ing any food which purports to be or is
represented for special dietary use by
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reason of its mineral property from the
application of sections 403 (a) and 201
(n) of the act, as in the case where the
need for such element in human nutri-
tion is not substantially supported by the
opinion of experts qualified by scientific
training and experience to determine
such need.

(b) For the purposes of the regula-
tions in this section, the following are
minimum daily requirements:

(1) For calcium (Ca) 750 milligrams
for a child or an adult, except a pregnant
or lactating woman in which case the
minimum daily requirement is 1.5
grams.

(2) For phosphorus (P) 750 milli-
grams for a child or an adult, except a
pregnant or lactating woman in which
case the minimum daffy requirement is
1.5 grams.

(3) For iron (Fe) 7.5 milligrams for a
child less than six years old, 10 nll-
grams for a child six or more years old
or for an adult, except a pregnant or
lactating woman In which case the mini-
mum daily requirement is 15 milligrams.

(4) For Iodine (I), 0.1 milligram for a
child or an adult.

§ 125.5 Label statements relating to
infant food. If a food which purports to
be or is represented for special dietary
use Is a food for infants, the label shall
bear, in case such food is fabricated from
two or more Ingredients, the common or
usual name of each such ingredient In-
cluding spice, flavoring, and coloring; if
such food, or any ingredient thereof in
case it is fabricated from two or more
Ingredients, consists in whole or In part
of plant or animal matter and the name
of such food or ingredient does not
clearly reveal the specific plant or animal
which Is its source, such name shall be so
qualified as to reveal clearly the specific
plant or animal which Is such source. If
such use of the food is by reason of its
simulation of human milk or its suita-
bility as a complete or partial substitute
for human milk, the label shall also
bear:

(a) A statement of the percent by
weight of moisture, protein, fat, available
carbohydrate, crude fiber, calcium (Ca)
phosphorus (P) and iron (Fe) containdd
in such food;

(b) A statement of the number of
available calories and of U. S. P units of
vitamin A, vitamin B (thianmne) vita-
min C (ascorbic acid) and vitamin D
supplied by a specified quantity of such
food; and

(c) If less than 30 U. S. P. units of
vitamin C (ascorbic acid) less than 50
U. S. P units of vitamin D, or less than
0.75 milligram of iron (Fe) Is supplied
by the quantity of such food which, as
customarily or usually prepared for con-
sumption, supplies 100 available calories,
a statement that additional quantities of
such vitamin or iron, as the case may be,
should be supplied from other sources.
The provisions of paragraphs (a) and
(b) of this section shall not apply to
cow's milk and evaporated milk. The
provisions of paragraph (c) of this sec-
tion with respect to vitamin D shall not
apply to cow's milk or evaporated milk
in which the vitamin D is Increased by
any means to not less than 135 U. S. P.
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units to each quart in the case of cow's
milk and not less than 7.5 U. S. P, units
to each avoirdupois ounce in the case of
evaporated milk.

§ 125.6 Label statements relating to
certain food used in control of body
weight or in dietary management with
respect to disease. If a food purports to
be or is represented for special dietary
use by man by reason of Its use as a
means of regulating the intake of pro-
tein, fat, carbohydrate, or calories, for
the purpose of controlling body weight,
or for the purpose of dietary manage-
ment with respect to disease, the label
shall bear a statement of:

(a) The percent by weight of protein,
fat, and available carbohydrates in such
food; and

(b) The number of available calories
supplied by a specified quantity of such
food.

§ 125.7 Label statements relating to
nonnutritive constituents. If a food pur-
ports to be or is represented for special
dietary use by man by reason of the
presence of any constituent which is not
.utilized in normal metabolism, the label
shall bear a statement of the percent by
weight of such constituent, and, In juxta-
position with the name of such constit-
uent, the word "nonnutritive" If such
constituent is fibrous plant matter, It
shall be considered to be crude fiber and
its percent expressed as such. But if
such constituent is saccharin or a sac-
charin salt,'the label shall bear, in lieu
of such statement and word, the state-
ment "Contains ---- saccharin (or sac-
charin salt, as the case may be) a non-
nutritive, artificial sweetener which
should be used only by persons who must
restrict their Intake of ordinary sweets,"
the blank to be filled In with the percent
by weight of saccharin or saccharin salt
in such food. The provisions of this sec-
tion shall not be construed as authorizing
the use of saccharin or its salts in any
food other than one for use by'persons
who must restrict their intake of carbo-
hydrates, or as relieving any food from
compliance with any requirement of sec-
tions 402 (b) or (d) 403 (g) or other
provisions of the act.

§ 125.8 Label statements relating to
hypoallergenic food. If a food purports
to be or is represented for special dietary
use by man by reason of the decrease or
absence of any allergenic property, the
label shall bear:

(a) The common or usual name and
the quantity or proportion of each in-
gredient including spices, flavoring, and
coloring, in case the food is fabricated
from two or more ingredients;

(b) A qualification of the name of the
food, or of the name of each ingredient
thereof in. case the food Is fabricated
from two or more ingredients, to reveal
clearly the specific plant or animal which
is the source of such food or of such In-
gredient, if such food or such ingredient
consists in whole or in part of plant or
animal matter and such name does not
clearly reveal the specific plant or ani-
mal which is such source; and

(c) A statement indicating the nature
and effect of any treatment or processing
of the food or any ingredient thereof, if

the changed allergenic property results
from such treatment or processing.

§ 125.9 Label statements relating. to
certain foods used as a means of rgu-
lating the intake of sodium in dietary
management. If a food purports to be
or Is represented for special dietary uvo
by man by reason of its use as a means
of regulating the Intake of sodium or salt
(sodium chloride), the label shall bear
a statement of the number of milligrams
of sodium in 100 grams of the food and
a statement of the number of milligrams
of sodium in an average serving of the
food. The average serving shall be ex-
pressed in terms of a convenient unit or
units of such food or a convenient unit
of measure that can be readily under-
stood and utilized by purchasers of such
food. For example, an average serving
might be expressed n term. of a number
of slices, cookies, wafers, etc., or In terms
of cupfuls, tablespoonfuls, teaspoonfuls,
etc.

Subchapfer C-Drugs
PART 130--DRuGS EXEMPTED I1OMf PR1-

SCRIPTION-DspENsiNG REQUIREMENT1
or SEcTION 503 (b) (1) (C) or Tr
FEDERAL FOOD, -DRUG, AND COSMET10
ACT
Cnoss R7MENCr: Soc § 1.108 of this chap-

ter for general regulations covering exemp-
tions from prescription requirements.

§ 130.1 Exemption for certain drugs
limited by new-drug applications to pro-
seription sale. (a) The prescription-
dispensing requirements of section 503
(b) (1) (C) of the Federal Food, Drug,
and Cosmetic Act are not necessary for
the protection of the public health with
respect to the following drugs subject to
new-drug applications:

(1) N-acetyl-p-aminophenol (p-hy-
droxy-acetanilid) preparations meeting
all the following conditions:

(I) The N-acetyl-p-aminophcnol ts
prepared with or without other drugs
in tablet or other dosage form suitable
for oral use n self-medication, and con-
taining no drug limited to prescription
sale under the provisions of section 503
(b) (1) of the act.

(ii) The N-acetyl-p-aminophenol and
all other components of the preparation
meet their professed standards of Iden-
tity, strength, quality, and purity.

(il) If the preparation is a new drug,
an application pursuant to section 505
(b) of the act is effective for it.

(iv) The preparation contains not
more than 0.325 gram (5 grains) of
N-acetyl-p- amlnophenol per dosage
unit.

(v) The preparation is labeled with
adequate directions for use In minor
conditions as a simple analgesic.

(1) The dosages of N-acetyl-p-anmI-
nophenol recommended or suggested In
the labeling do not exceed: For adults,
0.325 gram (5 grains) per dose or 1.0
gram (15 grains) per 24-hour period;
for children 6 to 12 years of age, one-
half of the maximum adult dose or
dosage.

(v4t) The labeling bears, in juxta-
position with the dosage recommenda-
tions, a clear warning statement against
administration of the drug to children
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under 6 years of age and against use of
the drug for more than 10 days, except
as such uses may be directed by a
physician.

(2) Sodium gentisate (sodium-2, 5-
dihydroxybenzoate) preparations meet-
ing all the following conditions:

(1) The sodium gentisate is prepared,
with or without other drugs, in tablet or
other dosage form suitable for oral use
in self-medication, and containing no
drug limited to prescription sale under
the provisions of section 503 (b) (1) of
the act.

(ii) The sodium gentisate and all
other components of the preparation
meet their professed standards of iden-
tity, strength, quality, and purity.

(iii) if the preparation is a new drug,
an application pursuant to section 505
(b) of the act is effective for it.

(iv) The preparation contains not
more than 0.5 gram (7.7 grams) of anhy-
drous sodium gentisate per dosage unit.

(v) The preparation is labeled with
adequate directions for use in minor
conditions as a sinple analgesic.

(vi) The dosages of sodium gentisate
recommended or suggested in the label-
mg do not exceed: For adults, 0.5 gram
(7.7 grams) per dose or 2.0 grams (31

'grams) per 24-hour period; for children
6 to 12 years of age, one-half of the
maximum adult dose or dosage.

(vii) The labeling bears, in juxtaposi-
tion with the dosage recommendations,
a clear warning statement against ad-
ministration of the drug to children
under 6 years of age and against use of
the drug for a prolonged period, except
as such uses may be directed by a
physician.

(3) Isoamylhydrocupreme and zola-
mine hydrochloride (N, N-dimethyl-N-
2-tlnazolyl-N'-p-methoxybenzyl- ethyl-
enediamine hydrochloride) preparations
meeting all the following conditions:

(i) The isoamylhydrocupreme an d
zolamme hydrochloride are prepared in
dosage form suitable for self-medication
as rectal suppositories or as an ointment
and containing no drug limited to pre-
scription sale under the provisions of
section 503 (b) (1) of the act.

(ii) The isoamylhydrocupreine, zola-
mine hydrochloride, and all other com-
ponents of the preparation meet their
professed standards of identity, strength,
quality, and purity.

(iii) If the preparation is a new drug,
an application pursuant to section 505
(b) of the act is effective for it.

(iv) The preparation contains not
more than 0.25 percent of isoamylhydro-
cupreme and 1.0 percent of zolamine
hydrochloride.

(v) If the preparation is in supposi-
tory form, it contains not more than 5.0
milligrams of isoamylhydrocupreme and
not more than 20.0 milligrams of zola-
nine hydrochloride per suppository.

(vi) The preparation is labeled with
adequate directions for use in the tempo-
rary relief of local pain and itching asso-
ciated with hemorrhoids.

(vii) The directions provide for the
use of not more than two suppositories
or two applications of ointment in a
24-hour period.

(viii) The labeling bears, in 3uxta-
position with the dosage recommenda-
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tions, a clear warning statement against
use of the preparation In case of rectal
bleeding, as this may indicate serlous
disease.

(4) Phenyltoloxamine dlhydrogen cl-
trate (NN dimethyl-(a-phenyl-O-tol-
oxy) ethylamine dihydrogen citrate)
preparations meeting all the following
conditions:

(I) The phenyltoloxamine dihydrogen
citrate is prepared, with or without other
drugs, in tablet or other dosage form
suitable for oral use in self-medication,
and containing no drug limited to pre-
scription sale under the provisions of
section 503 (b) (1) of the act.

(ii) The phenyltoloxamine dihydrogen
citrate and all other components of the
preparation meet their professed stand-
ards of identity, strength, quality, and
purity.

(III) If the preparation is a new drug,
an application pursuant to section 505
(b) of the act is effective for It.

(iv) The preparation contains not
more than 88 milligrams of phenylto-
loxamine dihydrogen citrate (equivalent
to 50 milligrams of phenyltoloxamine)
per dosage unit.

(v) The preparation is labeled with
adequate directions for use in the tem-
porary relief of the symptoms of hay
fever and/or the symptoms of other
minor conditions in which It is indicated.

(vi) The dosages recommended or
suggested in the labeling do not exceed:
For adults, 88 milligrams of phenyltol-
oxamine dihydrogen citrate (equivalent
to 50 milligrams of phenyltoloxamine)
per dose or 264 milligrams of phenyltol-
oxamine dihydrogen citrate (equivalent
to 150 milligrams of 1henyltoloxamine)
per 24-hour period; for children 6 to 12
years of age, one-half of the maximum
adult dose or dosage.

(vii) The labeling bears, in Juxtapo-
sition with the dosage recommendations:

(a) Clear warning statements against
administration of the drug to children
under 6 years of age, except as directed
by a physician, and against driving a car
or operating machinery while using the
drug, since It may cause drowsiness.

(b) If the article Is offered for tem-
porary relief of the symptoms of colds,
a statement that continued administra-
tion for such use should not exceed 3
days, except as directed by a physician.

(5) Oxytetracycline and polymyxin B
sulfate preparations meeting all the fol-
lowing requirements:

(I) The oxytetracycline and poly-
mnixn B sulfate are prepared in ointment
or other dosage form suitable for self-
medication by external application to the
skin and containing no drug limited to
prescription sale under the provisions of
section 503 (b) (1) of the act.

(ii) The oxytetracycine, polymyxin B
sulfate, and all other components of the
preparation meet their professed stand-
ards of Identity, strength, quality, and
purity.

(iII) If the preparation is a new drug,
an application pursuant to section 505
(b) of the act is effective for it.

(iv) The preparation contains per
gram an amount of oxytetracycline hy-
drochloride equivalent to not more than
30 milligrams of oxytetracycline and an
amount of polymyxin B sulfate equlva-
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lent to not more than 10,000 units of
polymyxln B.
(v) The preparation is labeled with

adequate directions for use by external
application to prevent infection in minor
burns, minor wounds, and abrasions.

(vi) The labeling bears, in juxtaposi-
tion with the directions for use, clear
warning statements against:

(a) Use of the preparation in the eye.
(b) Use if Irritation or infection de-

velops, except as directed by a physician.
(6) Meclizine hydrochloride (1-p-

chlorobenzhydryl - 4 -m - methylbenzyl-
piperazine dihycarcchloride) prepara-
tions meeting all the following condi-
tions:

(i) The meclizine hydrcchloride is
prepared, with or without other drugs, in
tablet or other dosage form suitable for
oral use in self-medication, and contain-
ing no drug limited to prescription sale
under the provisions of section 503 (b)
(1) of the act.

(it) The mecli-ine hydrochloride and
all other components of the preparation
meet their profezzed standards of iden-
tity, strength, quality, and purity.

(W) If the preparation is a new drug,
an application pursuant to section 505
(b) of the act is effective for It.

(iv) The preparation contains not
more than 25 milligrams of meclizine
hydrochloride per dosage unit.

(v) The preparation is labeled with
adequate directions for use in the pre-
vention of motion sickness.

(vi) The dosages recommended or
suggested in the labeling do not exceed:
For adults, 50 milligrams of meclizmne
hydrochloride per 24-hour period; for
children 6 to 12 years of age, 25 milli-
grams of meclizine hydrochloride per 24-
hour period.

(vii) The labeling bears, in juxtaposi-
tion with the dosage recommendations,
clear warning statements against:

(a) Exceeding the recommended dos-
age.

(b) Administration of the drug to
children under 6 years of age, except as
directed by a physician.

c) Driving a car or operating ma-
chinery while using the drug, since it may
cause drowsinezz.
(d) Eeeping the drug within reach of

children, if It is in candy form.
(7) Diamthazole dihydrochiornde (2-

dinethylamino - 6 - (0 - diethylammno
ethoxy) -benzothlazole dihydrochlonde)
preparations meeting all the following
conditions:

(I) The diamthazole dihydrcchlonde
is prepared with or without other drugs
in a dosage form suitable for external
application in self-medication as a dust-
ing powder.

(I The diamthazole dihydrochlonde
and all other components of the prepara-
tion meet their professed standards of
identity, strength, quality, and purity.

(iII) If the preparation is a new drug,
an application pursuant to section 505
(b) of the act is effective for it.

(iv) The preparation contains not
more than 5 percent by weight of diam-
thazole dihydrochlorlde.

v) The preparation is labeled with
adequate directions for use only for
adults and children 12 years of age and
older in the prevention of athlete's foot.
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(vi) The labeling bears, mn juxtaposi-
tion with the directions for use, clear
warning statements against:

(a) Application to infants or young
children.

(b) Use on open cracks or weeping
stages of athlete's foot.

(c) Contact with mucous membranes.
(d) Use In the event of irritation.

P.:.RT 141a-PENIcILLiN AND PENICILLIN-
CoN'TAINING DRUGS; TESTS AND METHODS
OF ASSAY

S'c.
141a.1 Sodium penicillin, calclum'penicil-

lin, potassium penicillin; potency.
141a.2 Sodium penicillin, calcium penicil-

lin, potassium penicillin; steril-
ity.

141a.3 Sodium penicillin, calcium penicil-
lin, potassium penicillin; pyro-
gens.

141a.4 Sodium penicillin, calcium penicil-
ln, potassium penicillin; tox-
icity.

141a.5 Sodium penicillin, calcium penicil-
lin, potassium penicillin.

141a.6 Sodium penicillin, calcium penicil-
lin, potassium -penicillin; penicil-
lin X.

141a.7 Penicillin in oil and wax.
141a.8 Penicillin ointment.
141a.9 Penicillin tablets.
141a.11 Penicillin with aluminum hydrox-

ide gel.
141a.12 Penicillin troches.
141a.13 Penicillin dental cones.
141a.14 Penicillin with vasoconstrictor.
141a.15 Penicillin for surface application.
141a.16 Tablets aluminum penicillin.
141a.17 Penicillin sulfonamide powder.
141a.18 Penicillin vaginal suppositories.
141a.19 Buffered crystalline penicillin.
141a.20 Capsules buffered penicillin with

pectin hydrolysate.
141a.22 Penicillin bougies.
141a.23 Crystalline penicillin and epineph-

rine in oil.
141a.24 Aluminum penicillin.
141a.25 Aluminum penicillin in oil.
141a.26 Procaine penicillin.
141a:27 Procaine penicillin in oil.
141a.28 Crystalline penicillin for inhalation

therapy.
141a.29 Procaine penicillin for aqueous in-

'jection.
141a.30 Ephedrine penicillin.
141a.31 Ephedrine penicillin tablets.
141a.32 Procaine penicillin and buffered

crystalline penicillin for aqueous
injection.

141a.33 Buffered penicillin powder.
141aZ4 Procaine penicillin and crystalline

penicillin in oil.
141a.35 Penicillin - streptomycin ointment,

penicillin - dihydrostreptomycin
ointment.

141a.36 Penicillin-streptomycin b o u g I e s,
penicillin - dihydrostreptomycin
tougies.

141a.37 Penicillin-bacitracin ointment.
141a.38 Procaine penicillin and streptomy-

cin in oil, procaine penicillin and
dihydrostreptomycin in oil.

141a.39 Penicillin and streptomycin, peni-
cillin and dlhydrostreptomycin.

141a.40 Penicillin tooth powder.
141a.41 Penicillin-bacitracin troches.
141a.42 Crystalline penicillin and bacitra-

cin.
141a.43 I-Ephenamine penicillin G.
141a.44 Z-Ephenamine penicillin G in oil.
141a.45 I-Ephenamine penicillin G for

aqueous injection.
141a.46 Procaine penicillin in streptomycin

sulfate solution, procaine penicil-
lin in dilhydrostreptomycin sul-
fate solution.

141a.47 Benzathine penicillin G.

Sec.
141a.48 Benzathine penicillin G oral sus-

pension, benzathine penicillin G
for oral suspension.

141a.49 Penicillin - streptomycin-bacitracin
ointment, penicillin - dlhydro-
streptomnycln-bacitracin o in t-
ment.

141a.50 Penicillin-streptomycin d e n t a 1
cones, penicillin-dihydrostrepto-
mycin dental cones.

141a.51 Dlethylaminoethyl ester penicillin
0 hydrodide.

141a.5% Dlethylaminoethyl ester penicillin
G hydriodide for aqueous injec-
tion.

141a.53 Penicillin-streptomycin implanta-
tion pellets. penicillin-dihydro-
streptomycin implantation pel-
lets.

141a.54 Benzathine penicillin G for aque-
ous injection..

141a.55 Benzathine penicillin G and buff-
ered crystalline penicillin for
aqueous injection.

141a.56 Chloroprocalne penicillin 0.
141a.57 Chloroprocaine penicillin 0 for

aqueous injection.
141a.58 Penicillin-streptomycin v a g i n a 1

suppositories, penicillin-dihydro-
streptomycin vaginal supposi-
tories.

141a.59 Penicillin-streptomycin- bacitracin
dental paste, penicillin-dihydro-
streptomycin - bacitracin dental
paste.

141a.60 Penicillin and dihydrostreptomy-
cin-streptomycin sulfates, pro-
caine penicillin in dihydrostrep-
tomycin - streptomycin sulfates
solution.,

141a.61 Benzathine procaine-buffered crys-
talline penicillins for aqueous
injection.

141a.62 Benzathine penicillin G and pro-
caine penicillin for aqueous in-
jection.,

141a.63 Penicillin - bacitracin - neomycin
ointment; penicillin - bacitracin-
neomycin in oil.

141a.64 Penicillin-streptomycin t a b l e t s,
penicillin - dihydrostreptomycin
tablets.

,141a.65 Procaine penlcllin-streptomycin-
neomycin in oil; procaine penicil-
lin - dihydrostreptomycin - neo-
mycin In oil; procaine penicil-

"lin-streptomycin-neomycin oint-
ment; procaine penielllin-dlhy-
drostreptomycin-neomycin oint-
ment.

141a.66 Capsules procaine penicillin in oil,
141a.67 Procaine penicillin and benzathine

penicillin G in streptomycin sul-
fate solution; procaine penicillin
and benzathine penicillin G in di-
hydrostreptomycin sulfate solu-
tion.

141a.68- Benzathine penicillin G and strep-
tomycin, benzathine penicillin G
and dlhydrostreptomycin.

141a.69 Crystalline penicillin G oral suspen-
sion, crystalline penicillin G so-
dium oral suspension, potassium
penicillin G oral suspension.

141a.70 Tablets benzathine penicillin G and
crystalline penicillin.

141a.71 Penicillin - streptomycin powder,
penicillin - dlhydrostreptomycin
powder.

141a.72 Dibenzylamine, penicillin G (di-
benzylamine penicillin G salt).

141a.73 Dibenzylamine penicillin and
potassium penicillin ;p ow d e r,
buffered.

141a.74 Dibenzylamine penicillin and strep-
tomycin n oil, dibenzylamine
penicillin and dihydrostreptomy-
cin in oil.

141a.75 Hydrabamine penicillin G.
141a.76 Hydrabamine penicillin G oral sus-

pension.

SMc.
141a.77
141-a.78
141a.79

141a.80

141a.81

141a.84

141a.85
141a.86

Capsules crystalline penicillin G,
Benzathino penicillin U lit oil.
Benzathino penicillin G and pro-

caine penicillin G In oil.
Benzathine penicillin G-procalno

penicillin G-streptomyeln in oll-
benzathine penicillin a-procaine
penicillin G-dihydrostreptomyln
in oil.

Penicillin V (phenoxynothy, peni-
cillin).

Tablets benzathino penicillin a and
penicillin V.

Capsules penicillin V.
Procaine penicilln-streptomycin-

polymyxin In oil; procaine peni-
clin-dlhydrostreptomyoln -poly-
myxin In oil.

AuTnoarrx: §9 141a.1 to 1414.86 siaued
under sec. 701, 52 Stat. 1055; 21 U. S. 0. 371.
Interpret or apply, see. 507, 59 Stat. 403, ag
amended; 21 U. S. C. 367.

§ 141a.1 Sodium penicillin, calcium
penicillin, potassium pcnicillitn; po.
tencJ-(a) Cylinders (cups) Use stain-
less steel cylinders with an outside diam-
eter of 8 mm. (±0.1 mm.), an inside
diameter of 6 mm. (±0.1 mm.), and a
length of 10 mm. (±0.1 mm.)

(b) Culture media. Use ngredionts
that conform to the standards prescribed
by the U. S. P or N. F

(1) Make nutrient agar for the seed
layer and for carrying the test organism
as follows:
Peptone .3....................... .0 gm,
Pancreatic digest of casein -- 4.0 gin,
Yeast extract ----------------- 8.0 gm.
Beef extract ------------------ 1.5 gm.
Glucose ---------------------- 1.0 gm.
Agar ..---------------------- 16.0 gm.
Distilled water, q. a ----------- 1,000.0 nl 4
pH 6.5 to 6.6 after sterilization.

(2) Make nutrient agar for the baso
11yer as f6l1ows:
Peptone --------------------- 0- 0.0 gin.
Yeast extract3 .................. .0 gin,
Beef extract ------------------ 1.5 gim.
Agar ------------------------- 15.0 gm.
Distilled water, q. s ------------ 1,000.0 nl.
pH 6.5 to 6.0 after sterilization.

(3) Make nutrient brotlh, for prepar-
ing an inoculum of the test organism, a
follows:

Peptone ---------------------- 5.0 gm,
Yeast extract ------------------ 1.5 gin.
Beef extract ........------------- 1.5 gin.
Sodium chloride --------------- 8.5 gin.
Glucose ------------------ 1.0 gm.
Dlpotasslum phosphate -------- 8.68 gm.
Potassium dibydrogen phos-

phate --------------------- 1.83 gm.
Distilled water, q. s ------------ 1,000.0 ml.
pH 1.0 after sterilization.

In lieu of preparing the media from
the individual ingredients specified in
paragraph (b) (1), (2), and (3) of this
section, they may be made from t de-
hydrated mixture which, when recon-
stituted with distilled water, has the
same composition as such media. Minor
modification of the Individual Ingredi-
ents specified In paragraph (b) (1),
(2), and (3) of this section are per-
missible If the resulting media possess
growth-promoting properties at least
equal to the media described.

(c) Working standard. Xeep the
working standard (obtained from the
Food and Drug Adminstration) at room
temperature In tightly stoppered vials,
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which in turn are kept in larger stop-
pered tubes containing a suitable desic-
cant. Weigh out carefully in an atmos-
phere of 50 percent relative humidity or
less between 4 and 5 milligrams of the
working standard and dilute with sterile
1 percent phosphate buffer (pH 6.0) to
make a stock solution of any convenient
concentration. Keep this solution at a
temperature of about 10° C., and use for
2 days only. From this stock solution
make appropriate working dilutions.

(d) Preparation of sample. Dissolve
aseptically, in sterile distilled water, the
sample to be tested to make an appro-
priate stock solution.

(e) Preparation of plates. Add 21 ml.
of agar to each Petra dish (20 x 100 milli-
meters) Distribute the agar evenly in
the plates and allow it to harden. Use
the plates the same day they are pre-
pared. The test organism is 1d. pyogenes
var. aureus (P. C. I. 209-P or American
Type Culture Collection 6538P) Main-
tam the test organism on agar slants
and transfer to a fresh agar slant about
once a week. Prepare an moculum for
the plates by transferring the culture
from the agar slant into broth and incu-
bate at 32° C.-35 ° C. From 16 to 24
hours thereafter add 2.0 milliliters of
this broth culture to each 100 milliliters
of agar which has been melted and
cooled to 480 C. Mix the culture and
agar thoroughly and add 4 milliliters to
each of the plates containing the 21
milliliters of the uninoculated agar. Tilt
the plates back and forth to spread the
inoculated agar evenly over the surface.
Porcelain covers glazed on the outside
are used. Place four cylinders on the
agar surface so that they are at approm-
mately 90° intervals on a 2.8 cm. radius.
In so placing the cylinders drop them
from a height of % inch, using a me-
chanical guide or device. A suspension
of the test organism may be used in
place of the broth culture described
above in preparing the moculum for the
seeding of plates. Prepare such suspen-
sion as follows: Wash the organsms
from an agar slant which has been in-
cubated for 24 hours at 320 C.-35 ° C. and
stored for 24 hours at room temperature
with 2.0 milliliters of sterile physiological
saline onto a large agar surface such as
that provided by a Roux bottle contain-
ing 300 milliliters of agar. Spread the
suspension of organisms over the entire
agar surface with the aid of sterile glass
beads. Incubate 24 hours at 320 C.-35°

C. and store for 24 hours at room tem-
perature. Wash the resulting growth
from the agar surface with about 50 mil-
liliters of sterile physiological saline.
Standardize this suspension by deter-
mining the dilution which will permit 20
percent light transmission through a
filter at 6500 Angstrom units in a photo-
electric colornmeter. (In the preparation
of the suspensions of the test organism.
on agar slants and Roux bottles, the 24-
hour storage periods at room tempera-
ture may be omitted if the suspensions
will permit 20-percent light transmission
through a filter at 6,500 angstrom units
in a photoelectric colonmeter) Add
1.5 to 2.0 milliliters of this resulting dilu-
tion to each 100 milliliters of agar which
has been melted and cooled to 480 C. to
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prepare the inoculum for the plates. The
suspension may be used for one week.

(f) Assay. Use four plates for each
sample. Fill one cylinder on each plate
with a 1.0 unit per milliliter dilution,
and one with a 0.25 unit per milliliter
dilution, of the working standard. Add
the estimated dilutions of 1.0 unit per
milliliter and 0.25 unit per milliliter of
the sample under test to the remaining
two cylinders on each plate. Carefully
place the plates in racks and incubate
16 to 18 hours at 320 C.-35 ° C. After in-
cubation measure the diameter of each
circle of inhibition to the nearest 0.5
millimeter using a colony counter with
a millimeter scale etched into the sup-
porting glass over the light source.
Other measuring devices of equal accu-
racy may be used.

(g) Estimation of potency and error.
(1) Use the accompanying chart
(Chart 1) and nomograph (Chart 2) for
estimiting the potency and its error. To
use the chart for estimating potency
two values, namely, V and W are re-
quired. For each plate calculate two
values

V- (UL+u11) - (S,+30)

and
w- (Ui1 +sa) - (ur.+Br)

where sit and sr. are the diameters of the
zones of inhibition In millimeters of the
1.0 unit and 0.25 unit dilutions of the
standard, respectively, and .u, and u.
refer similarly to the corresponding dilu-
tions of the sample under test. The
value V is the sum of the v values for all
plates and, W is the sum of the w values
for all plates. To estimate the potency
locate the point on the chart correspond-
ing to the values of V and W and the
potency can be read from the radial
lines on the chart.

(2) The error of the assay Is estimated
by using the nomograph which requires
five values, namely, the potency, V W,
Rv, and Rw. Rv (the range of the v's) Is
the highest value of v minus the lowest
value of v obtained from the Individual
plates. Similarly, Rw is the difference
between the highest and lowest w values.
After obtaining these five values, connect
with a straightedge the points corre-
sponding to v and w on the respective
scales on the right side of the nomograph.
Mark with a pin or sharp-pointed pencil
the intersection of the straightedge and
the diagonal line of the nomoaraph.
Move the straightedge so that it connects
the value of Rw on its scale and the di-
agonal line at the point of the pin. The
value for Q is thus determined by the
scale value where the straightedge
crosses the line labeled "'Q" T Is ob-
tained by adding the squares of Q and
Rv. On the left side of the chart con-
nect.the values of T and W with the
straightedge and read the value of the
ratio (error of assay-potency) where the
straightedge intersects the scale of values
for the ratio. This value multiplied by
the potency equals the percentage error
of the assay. The error of the aszay cal-
culated here estimates only how clo-ely
one assayist can check himself on any
given set of dilutions of unlown and
standard. It does not include any errors
of weighing or errors due to variations

9651

in materials or subdivisions of a lot of
penicillin.

The chart for determining potency
should not be used for determinations
of potency lower than 50 percent or
higher than 150 percent of the standard.
If the potency lies outside these limits,
the assay should be repeated using a
higher or lower dilution. The radial
lines on the chart beyond these limits
permit a rough estimation of potency
from as low as 5 percent to as high as
1,000 percent when low values of T7 are
found. If the value of V or W7 falls out-
side the limits of the chart, divide both
V and TV by the same proper number
to bring them into the range of the
chart and read the potency from the
radial lines as before. If 11.4 Ro Is
greater than TV the slope of the a~say
does not differ significantly from zero
and the assay Is Invalid. (The figure
11.4 was obtained by use of Student's
"t" test for determining the significance
of a slope.)

In certain laboratories It has been
noted that with the 4 to 1 ratio, n-
volving concentrations, of 0.25 unit for
the low doze, the zone of inhibition given
by this dose may either be too small for
accurate reading or have edges which
are poorly defined. In order to permit
the use of a higher concentration of
penicillin for the low dose the third of
the attached charts (Chart 3) may be
used in assays In which the ratio of
dozes is 2 to 1, 1. e., the high dose (sH)
Is twice the low doze (sL) As in the
preceding chart (Chart 1), if the potency
lies outside the limits of 50 percent to 150
percent the assay should be repeated,
using a lower or higher dilution. The
potencles beyond these limits are to be
used for rough estimation purposes only.
These extensions can also be used for
four (or more) plate assays if both V and
17 are divided by the same proper num-
ber to bring them into the range of the
chart, The error of the assay using the
ratio of dozes 2 to 1 is estimated by using
the nomograph (Chart 2) in the same
manner as described for the 4 to 1 ratio
of doses. However, the resultant error of
the assay derived in this manner must
be divided by 2 to give the correct error
of the assay for the 2 to 1 ratio of doses.

(h) Assay by alternative methods.
The potency of the sample may also be
determined by the lodometric method as
described in § 141a.5 (d) or by the
standard-curve technique, using a single
dose of standard and unimown. In the
case of the standard-curve technique,
dilute the sample to be tested to 1.0 unit
per milliliter (estimated) in 1-percent
phosphate buffer pH 6.0. Place six cyl-
inders on the inoculated agar surface so
that they are at approximately 60, inter-
vals on a 2.8 cm. radius. Use three plates
for each sample. Fill 3 cylinders on each
plate with the 1.0 unit/ml. standard and
3 cylinders with the 1.0 unit/ml. (esd-
mated) sample, alternating standard and
snmple. Incubate the plates for 16 to 18
hours at 320 C.-350 C. and measure the
diameter of each circle of inhibition. At
the same time prepare a standard curve
using concentrations of the standard of
0.6, 0.7, 0.8, 0.9, 1.0, 1.1. 1.2, 1.3, 1.4, and
1.5 units/ml. in sterile 1 percent phos-
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PENICILLIN ASSAY -Chart for Determining Potency as Percent of
Standard from Two- Dose Plate Method; Ratio of Doses 4:1
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PENICILLIN ASSAY- Chart for Determining Potency
as Percent of Standard from Tzo-Dose Flole Melhci
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phate buffer,-pH 6.0. Use three plates
for the determination of each point on
the curve, a total of 27 plates. On each
of three plates fill 3 cylinders with the
1.0 unit/ml. standard and the other 3
cylinders with the concentration under
test. Thus there will be 81 one-unit de-
terminations and 9 determinations for
each of the other points on the curve.
-After the plates have incubated read the
diameters of the-circles of inhibition.
Average the readings of 1.0 unit/nl. con-
centration and the readings of the point
tested for each set of 3 plates and aver-
age also all 81 readings of the 1.0 unit/mi.
concentration. The average of the 31
readings of the 1.0 unit/ml. concentra-
tion is the correction point for the curve.
Correct the average value obtained for
each point to the figure it would be if
the 1.0 unit/ml. reading for that set of
three plates were the same as the cor-
rection point. Thus, if in correcting
the 0.8 unit concentration, the average
of the 81 readings of the 1.0 unit con-
centration is 20.0 m., and the average
of the 1.0 unit concentration of this set
of 3 plates is 19.8 mm-., the correction
is 0.2 Tam. If the average reading of the
0.8 unit concentration of these same 3
plates is 19.0 mm. the corrected value is
then 19.2 nam. Plot these corrected
values including the average of the 1.0
unit/ml, concentration on 2-cycle semi-
log paper using the concentration in
units per ml. as the ordinate (the Ioga-
rithmnic scale) and the diameter of the
zone of inhibition as the abscissa. Draw
the standard curve through these points.
The 10 points selected to determine the

No. 246--Pt. U1-17

curve are arbitrary and should be so
chosen that the limits of the curve Will
fill the needs of the laboratory. However,
the potency of the sample under test
should fall in the interval of from C0 per-
cent to 150 percent of the corrcction
point of the standard curve.

To estimate the potency of the ,ample
average the zone readings of the stand-
ard and the zone readings of the zample
on the three plates used. If the sanple
gives a larger average zone size than the
average of the standard, add the differ-
ence between them to the 1.0 unit zone
on the standard curve. If the average
sample value is lower than the standard
value, subtract the difference between
them from the 1.0 unit value on the
curve. From the curve read the po-
tencies corresponding to these corrcectcd
values of zone sizes.

(W Potency. The potency of sodium
penicillin, calcium penicillin, and potas-
sium penicillin is satisfactory when as-
sayed by the methods described In this
section If the immediate containers are
represented to contain:

(1) 200,000 units or less and contain
85 percent or more of the number of
units so represented;

(2) Mrore than 200,000 units and con-
tain 90 percent or more of the units so
represented.

§ 141a.2 Sodium peniciUin, calcium
iernwillin, fpotassium peicncillin, steril-
ity-(a) Culture medium. In the test for
bacteria, use U. S. P. fluid thlolycolate
medium I or a dehydrated mixture
which, when reconstituted with distilled
water, has the same composition az such

medium and h- gcrowth-promoting, buf-
fering, and oxyzen-tension-controlling
propertles equal to or better than those
of such medium. In the preparation of
the medium from either the individual
Ingredient3 or any dehydrated mixture
avoid contamination with calcium. In

'the test for molds and yeasts use U. S. P.
Sabouraud Liquid Medium (Modified)

(b) Conduct o1 tczt for bacter=. Add
not more than 10 mlliliters of sterile
distilled water, or sterile physiolo.-ial
salt solution, to each immediate con-
tainer In the sample to be tested. From
each of not les than seven Immediate
containers transfer aseptically the equiv-
alent of appro:imately 300 milligrams,
or the entire contents f the container is
paclmged to contain lezs than 000 m-ill-
grars, to individual tubes (38 x 200 mill-
meter slz3) each containing 75-100
milliliters of thozlycolate medium and
suflcient penicillinase to completely in-
activate the penicillin uzed In the tet.
(Prior tb use, the tubes containing the
medium with added penidlinase are
incubated at 32o C.-35° C. for not less
than 24 hours and exaind for ster-
ility.) After adding the penicillin to
the tubes let them stand at room temper-
ature for 2 hours, with frequent shalnn.
To one of such tubes add 1.0 milliliter of
a 1:1,000 dilution of an 18-21 hour broth
culture of M. pyozenes var. aureus
(P. C. L-209P and American Type Cul-
ture Collection 6530P). Incubate all
tubes at 320 C.-350 C. for 5 days. The
batch meets the requirements of the test
for bacteri if on the first or second test
the control tube and no other tube shows
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growth, or if the number of tubes (ex-
cluding the control tubes) that show
growth in three or more consecutive tests
is not more than 10 percent (to compen-
sate for contamination that may have
been induced during the test) of the total
number of samples tested.

(c) Conduct of test for molds and
yeasts. Add not more than 10 milliliters
of sterile distilled water or sterile physi-
ological salt solution to each immediate
container in the sample to be tested.
From each of not less than four imme-
diate containers transfer aseptically the
equivalent of approximately 300 milli-
grams, or the entire contents if the con-
tainer is packaged to contain less than
300 milligrams, to individual tubes each
containing 75-100 milliliters of U. S. P
Sabouraud Liquid Medium. Incubate
all tubes at approximately 250 C. for 5
days. The batch meets the requirements
of the test for molds and yeasts if on the
first or second test nb tube shows growth.
or if the number of tubes that show
growth in three or more consecutdve
tests is not more than 10 percent (to
compensate for contamination that may
have been induced during the test) of
the total number of samples tested.

§ 141a.3 Sodium penicillin, calcium
penicillin, potassium penicillin; pyro-
gens-(a) Test anima: Use healthy
rabbits, weighing 1,500 grams or more,
which have been maintained for at least
1 week on a uniform, unrestricted diet-
and have not lost weight during this pe-
riod. For subsequent tests, animals
utilized for previousotests may be used
after a rest period of not less than 2
days. Use a clinical rectal thermometer
after It has been tested in a rabbit to
determine the time required to reach
maximum temperature. (Other record-
ing devices of equal sensitivity are ac-
ceptable.) Insert the thermometer or
other recording device beyond the inter-
nal sphincter and allow it to remain a
sufficient time to reach maximum tem-
perature as determined above. Make
four rectal temperature readings on each
of the animals to be used in the test at
2-hour intervals, 1 to 3 days before such
use (this may be omitted for any animal
that has been used in such tests dur-
Ing a preceding period of 2 weeks).
House the test animals in individual
cages and protect them from disturb-
ances likely to cause excitement. Exer-
cise particular care to avoid exciting the
animals on the day of taking the control
temperatures and on the test day. Main-
tain the animals in an environment of
uniform temperature (--5* F.) at all
times.

(b) Conduct of test. Heat all syringes
and needles to be used m a muffle furnace
at 2500 C. for not less than 30 minutes
to render them pyrogen-free and sterile.
Perform the test In a room held at the
same temperature as that in which the
animals are housed. During the test re-
strain the animals In individual stocks.
On the day of the test do not feed the
animals used, until after completion of
the test. Take a control temperature
reading not more than 15 minutes after
the animal is removed from the cage.
Use three animals for each test, but do
not use those with control temperatures
of 38.80 C. or under and 39.90 C. or over.

Dilute the sample with pyrogen-free,
sterile, distilled water to a concentration
of 2,000 units per milliliter and warm to
approximately 370 C. Inject 2,000 units
(estimated) per kilogram of rabbit intra-
venously. through an ear vein within 15
minutes subsequent to the control tem-
perature reading. Read temperatures 1
hour after injection and each hour
thereafter until three readings have
been made. -The sample is non-pyro-
genic if when so tested no animal shows
a, rise in any of the temperature read-
Ings, after injection, of 0.60 C. or more
above the control temperature of such
anmal. If one or more of the animals
shows such a rise in temperature, or if
the sum of the temperature rises of the
three animals exceeds 1.40 C., repeat the
test on five additional animals. The
sample is nonpyrogemc if not more than
one of these flue animals shows a rise in
temperature of 0.60 C. or more above the
control temperature of such animal.

§ 141a,4 Sodium penicillin, calcium
penicillin, potassium penicillin; toxicity.
Inject intravenously each of five mice,
within the weight range of 18 to 25
grams, with 0.5 milliliter of a solution of
the sample prepared by diluting with
sterile distilled water to approximately
4,000 units per milliliter. The injection
should be made over a period of not more
than 5 seconds. If no animal dies within
48 hours, the sample is nontoxic. If one
or more animals die within 48 hours,
z'epeat the test with five unused mice
weighing 20 grams (--0.5 gram) each; if
all animals survive the repeat test, the
sample is nontoxic.

§ 141a.5 Sodium penicillin, calcium
penicillin, potassium penzcillin-(a)
Moisture. In an atmosphere of about
10 percent relative humidity transfer
about 100 milligrams of the finely pow-
dered sample to a tared weighing bottle
or weighng tube equipped with a capil-
lary-tube stopper, the capillary having
an inside diameter of 0.20 millimeter-
0.25 millimeter. Weigh the bottle or
tube and place it in a vacuum oven
without removing the, stopper and dry
at a temperature of 60° C. and a pressure
of 5 millimeters of mercury or less for
3 hours. At the end of the drying period,
fill the vacuum oven with air dried by
passing it through a drying agent such
as sulfuric acid or silica gel. Place
weighing bottle or tube in a desiccator
over a desiccating agent such as phos-
phorous pentoxide or silica gel, allow to
cool to room temperature, and reweigh.

(b) pH. Dilute the sample to be
tested with carbon-dioxide-free distilled
water so that the resulting, solution con-

tains 5,000 to 10,000 units per milliliter.
Determine the pH of this solution at 250
C. using a pH meter equipped with V
glass and a calomel electrode.

(c) Microscopical test for crystallinity
of sodium penicillin and potassium peni-
cillin. Mount In mineral oil and ex-
amine by means of a polarizing micro-
scope. Crystalline penicillin shows re-
solvable particles which reveal the
phenomena of birefringence (interfor-
ence colors) and extinction positions on
revolving the microscope stage. Crys-
talline penicillin also reveals diagnostic
refractive Indices when examined by the
immersion method.

(d) Heat stability-(1) Crystalline
penicillin, crystalline penicillin G. Store
a weighed sample (approximately 30
milligrams) of crystalline penicillin In
an unstoppered 50-milliliter Erlenmeyer
flask for 4 days In an electric oven at
1000 C.±i ° i At the end of this period It
does not show a loss of more than 10 per-
cent of its original potency when de-
termined as follows: Dilute a weighed
sample (approximately 30 milligrams)
with a 1-percent phosphate buffer at
pH 6.0 to a concentration of approxi-
mately 1.2 milligrams per milliliter
(2,000 units per milliliter) Add 2.0-mil-
liliter aliquots to each of two 125-milli-
liter glass-stoppered Erlonmeyer or
Iodine flasks. To one add 2.0 milliliters
of 1 N NaOH and allow to stand at room
temperature for 15 minutes. At the end
of this time add 2.0 milliliters.of 1.2 N
HC1 and add 10 milliliters of 0.01 N I
(prepared from 0.1N I U. S. P.) (Equal
volumes of 1 N NaOH and 1.2 N HC1 when
mixed give pH 1.0.) After 15 minutes
titrate the excess lodlne, using
0.01 N Na.S.O (prepared from 0.1 N Na2SJ
0,) standardized accurately against po-
tassium Iodate. Toward the end of the
titration add one drop of starch solution
or about 5,0 milliliters of CC1. Continue
the titration by the addition of 0.01 to
0.02-milliliter portions of 0.01 N Na4,0 3,
shaking vigorously after each addition.
The end point is reached when the blue
color of the starch-lodine complex Is
discharged or when the CCI layer be-
comes colorless. To the second flask add
10 milliliters of 0.01 N I and titrate im-
mediately with 0.01 N Na SO30 for the
blank determination. Divide the differ-
ence in titers by a factor, F which Is the
number of milliliters of 0.01 N 12 absorbed
by 1.0 milligram of sodium penicillin (
working standard, to obtain the milli-
grams of penicillin sodium salt. Deter-
mine the factor r by actual standardiza-
tion against the sodium penicillin 0
working standard, using the above
method.

Units of penicillin G per milligram= Difference in titers X 1,667 X N of Na2SOsmlligrams In 2.0 mlUltersXFX0.01

Percent loss o potency-- (Original assay-assay after 4 days at 100 0.) X 100Original assay

(2) Crystalline penicillin 0. Proceed as directed in subparagraph (1) of this
paragraph, except make the calculations as follows: Divide the difference in titers
by a factor, F which is the number of milliliters of 0.01 N I, absorbed by 1.0 milli-
gram of the pemcillin 0 working standard, to obtain the milligrams of potassium
penicillin 0. Determine the factor F by actual standardization against the peni-
cillin 0 working standard.

Difference in titers X 1,612 XN of NalSO 8Unisofpenicin per milgram2 IIitrsXFX 1
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Penicillin 0 does not show a loss of more
than 10 percent of its original potency.

(e) Crystalline penwillin G-(1) Re-
agents. -The reagents described in sub-
divisions (i) (i) and (ii) of this sub-
paragraph are freshly prepared every
three days and are of such quality that
when used in this procedure with a
known penicillin G not less than 97 per-
cent of penicillin G is recovered.

() Ainyl acetate (iso-am7yl acetate)
solution. Saturate the amyl acetate
(boiling range 138.5°-141.5 ° C.) with the
NV-ethyl piperdine salt of penicillin G
by adding 2 milligrams of the salt for
each 1.0 milliliter of the solvent. Cool
this solution to 0°-8 ° C. and filter it
through a smtered-glass filter immedi-
ately before use.

(ii) Acetone solution. Saturate re-
agent grade acetone with the N-ethyl
piperidine salt of penicillin G using 3 rag.
of salt for each .1 milliliter of acetone.
Cool this solution to 0°-80 C. and filter it
through a sintered-glass filter immedi-
ately before use.

(ii) N-ethyl pzperidine solution. IV-
ethyl pipendine (boiling range 129.5*-
131.0 ° C.) should be stored in brown
bottles in a refrigerator. Dilute 1.0 mil-
liliter of this reagent with 4.0 milliliters
of amyl acetate. Saturate this solution
with the N-ethyl piperidine salt of peni-
cMin G, using about 3 milligrams of the
salt for each 1.0 milliliter of solution.
Cool this solution to 0'-8° C. and filter
it through a sintered-glass filter immedi-
ately before use.

(lv) Phosphoric acid solution. Pre-
pare by dissolving 1.0 milliliter of reagent
grade phosphoric acid (85 percent) in 4.0
milliliters of water. Cool to 0° to 8° C.
and shake before using.

(v) Silica gel. Use dry silica gel
(mesh size 6-16, Tyler standard) Place
about 0.5 gram of the silica gel in a
micro filter funnel (approximately 10-
millimeter diameter) having a fritted-
glass disc of medium porosity.

(2) Procedure. Accurately w e i g h
from 60 to 70 milligrams of the sample to
be tested in a glass test tube or glass vial
of approximately 10 milliliters capacity.
Add 2.0 milliliters of water to dissolve
the penicillin and cool the solution to 00
to 50 C. Add 2 milliliters of the amyl
acetate solution and 0.5 milliliter of
the phosphoric acid solution, stop-
per and shake vigorously for approxi-
mately 15 seconds. Centrifuge to ob-
tain a clear separation of the two layers
(approximately 20 seconds) After cen-
trifuging, remove as much of the amyl
acetate layer as possible (usually about
1.7 milliliters-1.8 milliliters) with a 2-
milliliter hypodermic syringe equipped
with a suitable needle, and add it to the
filter funnel containing the silica gel.
Allow the amyl acetate to remain in con-
tact with the silica gel for exactly 20
seconds, then apply suction and collect
the filtrate in a small test tube placed in
a suction flask surrounded by cracked
ice. Pipette a 1.0-milliliter aliquot of
the amyl acetate filtrate into a tared flat
bottom glass tube (approximately 15 x 50
millimeters) containing 1.0 milliliter of
the acetone solution and 0.5 milliliter of
the N-ethyl piperidine solution. The
time elapsing between acidification and
the addition of the filtrate to the above

reagents should not be more than 3
minutes. Place the glass tube con-
taming this mixture In a large welgh-
ing bottle, stopper the bottle and allow
to stand for not less than 2 hours In a
refrigerator at 00 to 80 C. Remove the
liquid from the precipitate by means of a
tared micro filter stick and wash with a

total of I mlliiter of the acetone solution
adding the latter by moans of a hypzdar-
mic syringe equipped with a fine needle.
Place the filter stick inside the glass tub.
dry under vacuum at room temperature
for not less than 1 hour, and waigh.
(Save zl N-ethyl piperldine psnicillin G
resduez for saturating reag-nts.)

m,. .:-ohyl plparldlnc pontllin precipitate 153
Percent of rodium penicillin 0- eiht of amp.o =3.

Percent of potassium penicillin G- mg. :;-thyl piper1idne peniciin precipitate 163.5
waCpt of campib Mg.

(f) Penicillin K content. Determine
the content of penicillin K by the fol-
lowing method:

Dilute a weighed sample or the con-
tents of a vial with 03 11 phosphate
(Na2 HPO, and 0HO.) buffer pH 0.0
to give a solution containing approxi-
mately 1,000 units/ml. In the ca-e of
calcium penicillin where a precipitate of
calcium phosphate occurs. remove the
precipitate by filtration and use the clear
filtrate. Place a 15.0-milliliter aliquot
of this solution in a 125-milhllitsr scp-
aratory funnel, add 30.0 mlllilitve.3 of
chloroform U. S. P and shake for 1
minute. (Carry out all operations at
room temperature.) Allow the mixture
to stand with occasional swirling to cettle
the droplets of chloroform until the top
layer is clear (usually about 10 minutes)
Draw off all but about 2 milliliters of the
lower chloroform layer through a small
pledget of cotton into a gla.s-stoppered
flask. Take a 4.0-milliter aliquot of
the original solution, a 4.0-milliliter
aliquot of the buffer solution remaining
in the separatory funnel and a 10.0-mil-
liliter aliquot of the chloroform solu-
tion and determine the mg.,'ml. of
penicillin in each by the lodometrie
assay procedure described n paragrapih
(d) of this section using 4.0 milliliters of
the 1 N NaOH and 4.0 millilitErs of the
1.2 N HC1 for each of the above aliquoto.
Mlake blank determinations on the came
size aliquots. Calculate the percent
penicillin in the buffer layer and In the
chloroform layer as compared to the
original solution. The sum of these
percentages should be 100%*2L. The
percent penicillin X=(96.92+% in
chloroform-% in buffer) >Z1.67. (The
factors in the above formula are based
on distribution coefficients of penicillin

K and G between chloroform and aque-
ous phosphate buffer at pIE 6.0.)

(g) Ponalin G content of crstalline
penicillin 0. Accurately weigh approzi-
mately 300 milligrams of the sample to
be tested in a 230-milliliter Erlenmeyer
flask, dissolve In 1.0 milliliter of 2 5 par-
cent HOH C olution, add with swirling
50.0 milliliters of 4.5 percent T".iO, so-
lution and heat on the steam bath for 2
hours, covering the flask with a watch
glass. Cool to room temperature and
add 25.0 milliliters of 10 percent oxaic
acid solution. When the reaction has
ceased, add 15.0 milliliters of 18 N
H$O, stepwise with agitation and cool-
ing. Add 30.0 gramsof NaCl and agitate
until a clear, colorle:s solution is ob-
tained. Transfer to a separatory 2un-
nel and entract with three portions of
chloroform. 30 milliliters, 20 milliliters.
and 10 milliliters in that order. Filter
the extracts through a uledget of cot-
ton previously moistened with cloro-
form and collect In a second separatory
funnel. Add 50.0 milliliters of 0.1 N

MHOH to the combined extracts, shake
5 minutes and allow the phases to sep-
arate for 10 minutes. Discard all but a
few milliliters of the chloroform layer.
Draw off the last few milliliters of chlo-
roform and about 15.0 milliliters of the
N,HOH layer into a glass-stoppered test
tube and centrifuge 2 minutes to obtain
a clear aqueous layer. Prepare a blank
by shling 50.0 milliliters of 0.1 I r

1NH,OH with 60.0 milliliters of chloro-
form as dezcrlbed above. Determine the
optical density of the blank compared
with 0.1 71H,OH at 220 and 224 mg.
Dtermine the optical density of the
sample at 220 and 224 ma compared with
the blanak. Calculate the quantity of
benzoic acid In the solution from the
equation:

W E2i-E20

x=concentratlon of mnlligrams psr milliter of bnzolc acid In c:,mple.
A=optical density per mllliram of bcnzoic acid U. S. P. par milliliter 0.1 N IH,1OH ct

220 =.o
B=optlcal density lcr milligram of bzolec acid U. S. P. per milliliter of 0.1 N 2,71

at 22-1 ma.
Roptical density of blan at 2-0 mp

optical dencity of bln at =I mg
E'220=optical density of ramplo at 220 mA.
E422= optical denity of camplo at 22 mg.

Calculate the quantity of penicillin G in the sample from the equation:
3.o5x (GO) (lGO)

Wecght of rample In mxuigr"ms=Pecent POnOlll'n

() Penicillin 0 content. DAtermine cedure: Grind the sample to a uniform
by means of a suitable Infrared spec- powderuzngamortarandpestle. Weigh
trophotometer, using the following pro- by difference, 100-150 milli armas of liq-

FEDEM, L REGISTER S ^035



RULES AND REGULATIONS

uid petrolatum into an agate mortar.
Divide the actual weight of the liquid
petrolatum by three, and add exactly
this amount of the powdered penicillin
O to the liquid petrolatum in the mortar.
Mix with a small spatula and then mull
thoroughly with the pestle until a urn-
form consistency is obtained. Use two
circular rock-salt plates, each 2 inches in
diameter as the absorption cell. Place a
small drop of the mull in the center of
one of the rock-salt plates. Place a
brass spacer, 0.0036 inch thick, on the
plate. (This spacer is cut in the shape
of a circular gasket with a 1-inch center
hole and a slit to permit the escape of air
when the two plates are pressed to-
gether.) Put on the top salt plate gently
and slowly squeeze together to spread
the mull uniformly. Clamp the two
plates firmly together in a metal cell
holder. (The cell holder consists of two
metal plates, one containing a rectan-
gular center slit /4 inch wide x % inch
long, the other with a center hole 1 inch
in diameter. The two plates are clamped
together by means of threaded studs and
nuts.) Examine the assembled cell by
holding It up to the light. It should ap-
pear smooth, free of any air bubbles, and
not in contact with the spacer. Adjust
the amplification of the spectrophoto-
meter to full-scale deflection for one mt-
crovplt, set the slit opening to about 0.300
and run the spectrum from 9.4 to 10.7
microns, using an automatic slit-control
mechanism and taking a zero reading
(shutter closed) at the beginning and at
the end of the run. Draw a base line
between two points, one on each side
of the analytical band (10.1 microns)
and calculate the base-line optical den-
sity, using the following formula.

DB = log 10

where
D= = base-line optical density.

-r = distance from the zero line to the
maximum absorption of the band.

,a distance from the zero line to the
base line, measured at the same
wave length as I,.

Using known mixtures of penicillin G
working standard and penicillin 0 work-
ing standard, prepare a standard curve
by plotting the base-line optical densities
obtained against the percent penicillin 0.
Obtain the percent penicillin 0 in the
sample under test from this standard
curve.

§ 141a.6 Sodium penicillin, calcium
penicillin, potassium penicillin, peniil-
lin X. Dissolve the contents of a 100,000
unit ampul in about 20 milliliters of ice
cold distilled water. Transfer quantita-
tively to a 100-milliliter volumetric flask,
rinsing the ampul with small portions of
ice cold water and make to 100 milliliters.
Pipette a 50.0-milliliter .aliquot into a
125-milliliter separatory funnel, then
add 50.0 milliliters of cold chloroform
and shake the mixture. Add an amount
of approximately 1 N H.SO, to bring the
pH of the aqueous layer to 2.0. (The
amount of 1 N ThSO, to be added is
calculated by titrating a separate 5.0-
milliliter aliquot of the 100-milliliter
dilution to pH 2.0 using a suitable pH
meter.) Shake the mixture vigorously
for one minute. Allow the layers to

separate and filter the chloroform
through a small pledget of cotton, moist-
ened with chloroform, into a second 125-
milliliter separatory funnel. Shake the
acid aqueous solution with a second 50.0
milliliters of cold chloroform and, when
the layers have separated, withdraw the
chloroform through the same filter into
the second separatory funnel. Immedi-
ately neutralize the acid aqueous solu-
tion, containing the penicillin X, with
0.1 N NaOH to pH 6.5 to 7.0 using the pH
meter and make to 100 milliliters with
water. Make appropriate dilutions in
1 percent phosphate buffer at pH 6.0 and
assay as directed in § 141a.1 (f) or (h)
Shake the combined chloroform ex-
tracts, containing any penicillin G, etc.,
with small successive portions of cold
NaHCO solution (0.1 percent) until the
combined NaHCO. exitracts give a pH of
7.0, and make to 100 milliliters with
water. Make the proper estimated dilu-
tions in 1 percent phosphate buffer at
pH 6.0. Assay these last dilutions as
directed in § 141a.1 (f) or (h) The
potency of the penicillin X fraction plus
potency of the penicillin G, etc., fraction
should approximate that of the potency
of the original solution. All of the above
extractions should be carried out in a
cold room.

§ 141a.7 Penicillin in oil and wax-
(a) Potency. Proceed as directed in
§ 141a.1 except paragraph (i) thereof
and, in lieu of the directions in § 141a.1
(d) prepare sample as follows:

Liquefy the sample by warming, thor-
oughly mix, and withdraw 1.0 milliliter
using a sterile syringe equipped with an
18-gauge needle. Transfer to a separa-
tory funnel containing approximately 50
mfilliliters of peroxide-free ether. Shake
the separatory funnel vigorously to bring
about complete mixing of the material
with the ether. Shake with a 25-milli-
liter portion of 1 percent phosphate
buffer at pH 6.0. Remove the buffer
layer and repeat the extraction with
three 25-milliliter quantities of buffer.
Combine the extracts and make the
proper estimated dilutions in 1 percent
phosphate buffer at pH 6.0. The sample
may also be prepared by transferring
aseptically 1.0 milliliter of the penicillin
in oil and wax to a blending jar contain-
ing 100 milliliters of I percent phosphate
buffer at pH 6.0. Using a high-speed
blender, blend this mixture for 1 minute
and then make the proper estimated
dilutions in 1 percent phosphate buffer at
pH 6.0. If the label represents the
potency of the penicillin m oil and wax
as 200,000 units per milliliter or less, it
is satisfactory if it is 85 percent or more
of the potency so represented; if repre-
sented as more than 200,000 units per
milliliter, it is satisfactory if it is 90 per-
cent or more of the potency so repre-
sented.

(b) Sterility. Transfer aseptically di-
rectly to tile tubes of the medium the
entire contents of single-dose containers
or the equivalent of approximately 300
milligrams (activity) from each mul-
tiple dose container, and proceed as di-
rected in § 141a.2.

(c) Moisture-(1) Reagents--() KarZ
Fischer reaigent. Preserve the reagent in
glass-stoppered bottles and .use from an

all glass automatic burette, protecting
the solution from the moisture In the air.

(11) Water-methanol solution. Use
methanol containing approximately 1
mg. of water per milliliter. Store the
solution in a glass bottle attached to an
automatic burette and protect from
moisture In the air at all times.

(2) Standardization o1 Karl Fischer
reagent. Add a known volume of the
Karl Fischer reagent to a suitable titrat-
Ing vessel which has been previously
dried at 1050 C. and cooled In a desicca-
tor. Introduce a mechanical stirrer and
two platinum electrodes which are con-
nected to a suitable electrometrIc appa-
ratus for measurement of the endpoint.
Start the stirrer and titrate with the
water-methanol solution until the end-
point Is reached. Calculate the milli-
liters of Karl Fischer reagent equivalent
to each milliliter of water-methanol,

Add an accurately weighed quantity of
water (approximately 50 milligrams) to
a dry titrating vessel, add an excess of
the Karl Fischer reagent and back titrate
with the water-methanol solution as
above. Calculate the milligrams of
water equivalent to each milliliter of the
Karl Fischer reagent. Standqrdizo the
Karl Fischer reagent in this manner
daily.

- -

where
e-milligrams of water equivalent to 1 ml.

Karl Fischer reagent,
w-weight of water In milligrams.
v,=volume of Karl Fischer reagent used,
%-volume of methanol used,
f-volume ratio of Karl Fischer reagent to

water-methanol solution.
(3) Procedure. Transfer 1.0 milliliter

of the penicillin in oil and wax to a dry
-titrating vessel, add 10 milliliters of dry
chloroform and an excess of the Karl
Fischer reagent and back titrate with the
water-methanol solution until the end-
point is reached. Transfer 10 milliliters
of the dry chloroform used to a dry ti-
trating vessel, add an excess of Karl
Fischer reagent, and titrate with the
water-methanol as above. Calculate the
milliliters of Karl Fischer reagent equiv-
alent to 10 milliliters of chloroform.

Percent moisture- (V-v -b) X e X 100
a X 1000

where
b-milliliters Karl Fischer reagent equiva-

lent to 10 ml. of chloroform
s-volume of the sample in millilitora.

(d) Measurement of penicillin particle
size. Vigorously shake the container to
obtain an even suspension of the penicll.
lin particles and Immediately withdraw
therefrom approximately 0.5 milliliter of
the drug into a clean, dry, tuberculin
syringe using a dry 18-gauge needle,
Discard approximately the first 5 drops
of the mixture extruded from the needle
and then extrude approximately 1 minim
of the remaining mixture into a test tube
containing 3 to 4 milliliters of light min-
eral oil. Thoroughly mix the contents
of the tube and by means of a bacterlo-
logical loop (2 millimeters inside diam-
eter, 22 gauge wire) Immediately place
one loopful of the suspension on each
ruled chamber of a bright line hemocy-
tometer. (It Is not necessary to use a
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cover slip.) Confirm by means of the
low power objective of the microscope
the even distribution of particles over
the ruled areas of both chambers and re-
peat with another loopful of the suspen-
sion if even dispersion is not obtained.

Use a magnification of 430 or 440 diam-
eters and a calibrated ocular microm-
eter to measure the penicillin particles.
For the purpose of measurement and
calculation, the predominant type of
crystals observed shall be considered to
represent the type of crystals present
and the thickness and density of all par-
ticles shall be considered constant. Cen-
ter a large penicillin particle in the
microscopic field; measure the particle
and all other particles in the field and
repeat this operation on other fields
until at least 200_particles are, measured.
Particles of less than 5 microns in length
are disregarded. The grouping -f the
particles by length, the midpoint, the
ratio of the midpoints, and the sQuare
of the ratio of the midpoints for each
group are tabulated below,

Group

4---------
- -- -- -- --

Length
m

-microns

5-1415-29
30-49
50-s970-S9

100-149
ItO-IC4
200-249
250-200

Rntio of
mid-

p ints

LOD
2.31
4.16
&. 289

13.10
is. 2s
23.63
2.95

(PMatlo)i

L035.34
17.31
:9. 19
79.0317L 61

337.03

K58.10

Calculate the percent particles in each
group from the total number measured.
Determine the percent relative weight for
each group as follows:

Plate type particles. Relative weight-
(ratio)2

X % of total particles In group.

% relativeweightghtx
total relative weight

Rod-shapecl particles. In the case of rod-
shaped particles measure the width as vell as
the length.

Relative weight=ratio X average width X 1%
. of total particles In group
relative weight- relative weightX 100

total relative weight

When examined by the method de-
scribed in this section not less than 50
percent of the total relative weight of the
penicillin in the drug consists of penicil-
lin having a particle size of not less than
50 microns in length.

§ 141a.8 Penicillin ointment-(a) Po-
tency. Proceed as directed in § 141a.1,
except paragraph (i) of that section, and
in lieu of the directions m § 141a.1 (d)
prepare the sample by one of the follow-
mg techniques:

(1) Extraction. Place a representa-
tive portion of the sample (usually ap-
proximate 1 gram, accurately weighed)
or the entire contents of a single-dose
container in a separatory funnel con-
taining 50 milliliters of peroxide-free
ether. If the sample consists of sub-
stantially more than 1 gram, use 100
milliliters of peroxide-free ether. Shake
the sample and ether until homogeneous.
Add 25 milliliters of 1-percent phosphate
buffer, pH 6.0, and shake. If the sample
consists of substantially more than 1
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gram, use 50 milliliters of buffer. Allow
the layers to separate. Remove the
buffer layer and repeat the extraction
with new portions of buffer at least three
times and any aditional times necezsary
to ensure complete e.xtraction of the
antibiotic. Combine the e.:tractivez and
make the proper estimated dilutions with
buffer.

(2) Blending. Place an accurately
weighed representative port!on of the
sample (usually approximately 1 grams
or the entire contents of a single-doze
container, in a blending jar containing
1.0 milliliter of a 10-percent aqueous co-
lution of polysorbate 80 and sufic!ent
1-percent phosphate buffer, pH ,0., to
give a final volume of 200 milliliters. If
the sample consists of substantially more
than 1 gram, use cuilerent buver to give
a final volume of 500 milliliters. Uiug a
high-speed blender, blend thc mi::ture
for 2 minutes and then make the proper
estimated dilutions with buffer. It- con-
tent of penicillin is at!factory if it con-
tams not lecs than 05 percent of the
number of units that it is represented to
contain.

(b) Mofsture. Proceed as dreted. in
§ 141a.7 (a) using a weighed .tample of
approximately 1 gram dissolved in 10
milliliters of a mixture of equal parts of
dry chloroform and carbon tetrachlorlde,
but in lieu of calculating the milliliters
of Karl Fischer reagent equivalent to 10
milliliters of chloroform, determine the
milliliters of reagent equivalent to 10
milliliters of the mixture of chlorAform
"and carbon tetrachloride.

§ 141a.9 Penicillin tablcts-a Po-
tencyJ-(1) Tablets that do not contain
benzathine penicillin G or penicillin Ir
Proceed as directed In § 141a.1, e cept
paragraph (I) thereof and, in lieu of
the directions in § 141a.1 td) prepare
sample as follows: Place 12 tablets in
a mortar and add appro:imately 20
milliliters of 1 percent phosphate buffer
at pH 0.0. Disintegrate the tablcts
by grinding with a pestle. Transfer with
the aid of small portions of the buffer
solution to a 500 milliliter volumetric,
flask and make to 500 millliters by add-
ing sufficient phosphate buffer. Make
the proper estimated dilutions in 1 per-
cent phosphate buffer at pH 0.0. The
sample may also be prepared as follows:
Place 12 tablets in a blending jar and
add thereto approdxmately 100 milliliters
of a 500 milliliter quantity of 1 percent
phosphate buffer at pH 6.0. After blend-
ing for 1 minute with a high-specd
blender add the remainder of the 500
milliliters of buffer. Blend again for 1
minute and make the proper eztimatcd
dilutions in 1 percent phosphate buffer
at pH 6.0.

(2) Tablets that contain ben::atme
penicillin G. Proceed as directed in
§ 141a.1, except paragraph (1) of that
section, and in lieu of the directions In
§ 141a.1 (d) prepare the sample as fol-
lows: Grind 6 tablets, using a mortar
and pestle, and add sufilcient formamide
or dimethyl formamide (previously ad-
usted, if necessary, to pH 6 to 7 with

a few drops of concentrated H-SO, per
liter) to give a concentration of not more
than 15,000 units per milliliter. Allow
to stand for !2 hour, with frequent agi-
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tation, then mnLke the proner estimated
dilutions in 1-percent phosphate buffer
at pH G.0.
The average potency of penicillin tablets
Is satisfactory if they contan not less
than 85 percent of the number of units
per tablet that they are represented tu
contain.

(3) Tablets that contaim V.niczin V
Using the penicillin V worling standard
is the standard of cmparisn, proceed
as directed in subparagraph (1) o! ths
paragraph.

ib) Moisture. Use 4 tablets and pro-
ceed as directed in § 141a.5 (a) except
that if they contain benzathme penicil-
lin G or pznicllin V proceed as directed
in § 141a.2G ,ei

§ 141a.11 Pen=7iln with aluminum
hydroxide gel-(a) Sodium venczillin,
calcfum penicillin, potassium penzclin.
Proceed -- directed in §§ I41a.l, 141a.2,
lla.4, and 141a.5 (a) and (b if crystal-
line penicillin, § 141a.5 (c) (d) and (f)
and if crystalline penicillin G, § 111a.5
(e)

(b) Alumfium hydroxide gel. Thor-
oughly shahe the aluminum hydroxide
gel and transfer aseptically 1.0 and 0.1-
milliliter portions in triplicate to sterile
Petri dishes. Pour into each Petri dish
20 milliliters of nutrient agar, describedl
in §141a.1 bY (1)b which has been
melted aid coled to 43' C. Thoroughly
mix the aluminum hydroxide and melted
agar. Allow the agar to solidify, invert
the Petri dishes, and incubate for 43
hours at 2 C.-35 ° C. Count the number
of colonies cppearing on the plates and
calculate therefrom the number of viable
bacteria per milliliter of the aluminum
hydroxide gel.

§ 141a.12 Pcnicillin traches-a) Po-
tency. Proceed as directed in § 141a.1,
except paragraph (1) thereof and, in
lieu of the directions in § 141a.1 (d), pre-
pare sample as follows:

(1) If the troche does not contain a
maslcatory substance, proceed as di-
rected in C 141a.9 (a).

(2) If the troche contains paraffin as
a masticatory substance, place five
troches in a eparatory funnel containing
75 ml. of N-hexane; shake until the
troches are dissolved. Shake with a 25-
milliliter portion of 1 percent phosphate
buffer at pH 6.0. Remove the buffer layer
and repeat the extraction with three 25-
milliliter quantities of buffer. Combine
the extracts and make the prop-r esti-
mated dilutions in 1 percent phosphate
buffer ,at PH 6.0.

(30 If the troche contains gum as a
masticatory substance, cut each of five
troches Into fine pieces and place in a
glass blending jar containing 103 milli-
liters of a 50 percent acetone-water solu-
tion. Usaig a high-speed blender, blend
for 3 to 5 minutes. Add an additional100
milliliters of a 50 percent acetone-water
,olution to the blender and blend for an
additional 3 to 5 minutes, and then make
the proper estimated dilutions in 1 per-
cent phosphate buffer at pH 6.0.
The average potency of the troche is
satitactory If it contains not less than
85% of the number of units it s repre-
sented to contain.
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(b) Moisture. Proceed as directed in
§ 141a.5 (a) or if it contains a mastica-
tory substance proceed as directed in
§ 141a.7 (c) using 1.0 to 2.0 grams dis-
solved in 10 milliliters of dry chloroform.

§ 141a.13 Penicillin dental cones-(a)
Potency. Proceed as directed in § 141a.1,
except paragraph (i) thereof and, in
lieu of the directions in § 141aA1 (d) pre-
pare sample using 5 cones as directed in
§ 141a.9 (a) The averagepotency of the
cone is satisfactory if it contains not less
than 85 percent of the number of units
per cone it is represented to contain.

(b) Moisture. Proceed as directed In
§ 141a.5 (a)

§ 141a.14 Penicillin with vasocon-
strzctor-(a) Penicillin used in the
packaged combnation--() Potency.
Unless it is pemcillin tablets, proceed as
directed in § 141a.1. If it is penicillin
tablets, proceed as directed in § 141a.9
(a)

(2) Toxicity, mozsture, pH, crystallin-
ity, heat stability, penicillin G content.
Proceed as directed in §§ 141a.4 and
141a,5.

(b) Dry mixture of penicillin with
vasoconstrictor, potency, moisture. Pro-
ceed as directed in §§ 141a.1 and 141a.5
(a)

§ 141a.15 Penicillin for surface appli-
cation-a) Potency. Proceea as di-
rected in § 141a.9 (a) using the contents
of 12 immediate containers.

(b) Moisture. Proceed as directed in
§ 141a.5 (a)

§ 141a.16 Tablets aluminum penicil-
lin-a) Potency. Proceed as directed in
§ 141a.9 (a), using citrate buffer at pH
6.3 for making working dilutions of the
working standards and for the sample
under test in lieu of phosphate buffer.
The citrate buffer is of' the following
composition:

Grams
Citric acid ------------------------ 52.9
Sodium hydroxide (pellets) ------- 28.25
Sodium citrate -------------------- 388.0
Make up to 4000 ml. with distilled water.

(b) Moisture. Proceed as directed In
§ 141a.5 (a)

§ 141a.17 Penicillin sulfonamide pow-
der-a) Potency. Proceed as directed
in § 141a.9 (a), except prepare the sam-
ples as follows: Accurately weigh 0.5
gram from each of the immediate con-
tainers and dissolve in 100 milliliters of
distilled water. From this solution make
the' proper estimated dilutions in 1 per-
cent phosphate buffer at pH 6.0.

(b) Moisture. Proceed as directed in
§ 141a.5 Ca)

(c) Sterility. Transfer aseptically di-
rectly to the tubes of the medium ap-
proximately 0.5 gram from each con-
tainer tested, and proceed as directed in
§ 141a.2.

§ 141a.18 Penicillin vaginal supposz-
tories-(a) Potency. Proceed as di-
rected in § 141a.1 except paragraph (I)
thereof and in lieu of the directions' in
§ 141a.1 (d) prepare sample as follows:

Place 5 suppositories in a separatory
funnel containing 150 milliliters of per-
oxide-free ether. Shake the separatory
funnel vigorously to bring about. con-
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plete mixing of the material with the
ether. Shake with a 25-milliliter portion
of 1 percent phosphate buffer at pH 6.0.
Remove the buffer layer and repeat the
extraction with three 25-milliliter quan-
tities of buffer. Combine all extracts and
make the proper estimated dilutions in 1
percent phosphate buffer at pH 6.0. The
sample may also be prepared as follows:
Place 5 suppositories in a glass blending
jar containing 200 milliliters of 1 percent
phosphate buffer at pH 6.0. Using '
high-speed blender blend for 3 minutes
and make the proper estimated dilution
in 1 percent phosphate buffer at pH 6.0.
The average potency of the suppository is
satisfactory if it contains not less than
85 percent of the number of units it is
represented to contain.

b) Moisture. -Proceed as directed in
§ 141a.7 (c) using a weighed suppository
dissolved in 10 milliliters of cOry chloro-
form and 2 milliliters of methanol from
the titrating burette. (Correct for the
amount of moisture in the solvents used.)

§ 141a.19 Buffered crystalline penzcil-
lin. Proceed as directed in §§ 141a.1,
141a.2, 141a.3, 141a.4, 141a.5 and 141a.6.

§ 141a.20 Capsules buffered penicillin
with pectin hydrolysate-(a) Potency.
Proceed as directed in § 141a.1 except
paragraph (i) thereof and in lieu of'the
directions in § 141a.1 (d) prepare sam-
ples as follows:

Place the contents of 12 capsules and
the empty capsules.into a 500-milliliter
volumetrc flask. Add approximately 200
milliliters of 1 percent phosphate buffer
at pH 6.0, shake until the powder has dis-
solved and the capsules have gelatinized
and make to 500 milliliters with the phos-
phate buffer. Make the proper estimated
dilutions in 1 percent phosphate buffer
at pH 6.0. The average potency of cap-
sules buffered penicillin with pectin hy-
drolysate is satisfactory if it contains not
less than 85 percent of the number of
units per capsule it is represented to
contain.

(b) Moisture. Proceed as directed in
§ 141a.5 (a) utilizing the contents of 4
capsules.

§ 141a.22 Penicillin bougzes-(a) Po-
tency. Proceed as directed in § 141a.9
(al,

(b) Moisture. Proceed as directed In
§ 141a.7 (c) using 1.0 to 2.0 grams of
bougies dissolved in 10 milliliters of dry
chloroform if it contains the excipient
polyethylene glycol. If it does not con-
tam the excepient polyethylene glycol,
proceed as directed in § 141a.5 (a)

§ 141a.23 Crystalline penicillin and
epinephrine in oil-Ca) Potency. Pro-
ceed as directed in § 141a.7 Ca) except
the provisions for warming the sample.
When examined by the method described
In this section the potency of crystalline
penicillin and epinephrine In oil is satis-
factory if it is 90 percent or more of the-
potency represented.

(b) Sterility. Proceed as directed in.
§ 141a.7 (b)

(c) Moisture. Proceed as directed In
§ 141a.7 (c)

(d) Epinephrine content-(I) Stand-
ard curve. Prepare a stock standard con-
tainng 20 milligrams of U. S. P epi-
nephrine reference standard in 100 milli-

liters of phosphate buffer at pH 4.0. This
buffer is prepared by adjusting 1 percent
phosphate buffer pH 6.0 with 1:100 phos-
phoric acid (ortho 85 percent) to pH 4.0.
The stock standard Is stored In the re-
frigerator and may be used as long as it
remains colorless. Transfer 1.0, 2.0, 3.0,
4.0, and 5.0 milliliters of the standard to
each of five 100-milliliter volumetric
flasks using transfer pipettes. Add 4.0,
3.0, 2.0, and 1.0 illiliters of the phos-
phate buffer pH 4.0 to the first four flasks
respectively to give each a total volume
of 5 milliliters. Add 1,0 milliliter of 0.1
N iodine to each flask, shake for one
minute, add 2.0 milliliters of 0.1 N sodium
thiosulfate and mix the solution. Make
each flask to a volume of 100 millilitors
with distilled water. Read the percent
light transmission of the colored solu-
tions using a 2.0 centimeter cell and
a 490 mA filter in a suitable photoelectrIa
colorimeter. The instrument is balanced
so that the 0.2 mg./100 ml. concentration
reads 90 percent light transmission. Pre-
pare a standard curve on semilog paper,
plotting the percentlight transmission on
the logarithmic ordinate scale and the
concentration on the abscissa.

(2) Procedure. Transfer 1.0 milliliter
of the sample with the aid of a hypoder-
mic syringe and needle to a screw-cap
test tube (about 30 milliliters capacity),
add 5.0 milliliters of U. S. P chloroform
and 10.0 milliliters of 1 percentphos-
phate buffer pH 6.0 from a transfer
pipette. Shake thoroughly for one min-
ute, centrifuge to separate the layers
and carefully withdraw a 5.0-milliliter
aliquot of the buffer layer using a trans-
fer pipette. Transfer the aliquot to a 50-
milliliter volumetric flask, add the calcu-
lated amount of 1:100 Phosphoric acid to
bring the pH to 4.0 (amount to be added
previously determined by titration of the
1 percent phosphate buffer 15H 6.0 with
1.100 phosphoric acid using a pH meter)
Add 1.0 milliliter of 0.1 N iodine, shake
for one minute, add 2.0 milliliters of 0.1
N sodium thiosulfate and mix the solu-
tion, Make to a volume of 50 milliliters
with distilled water. Set the colorlmeter
at 90 percent light transmission for the
0.2 milligram/100 milliliters standard as
directed above and obtain the percent
light transmission of the sample. The
concentration obtained directly from the
standard curve corresponding to the per-
cent light transmission of the sample X
1.05 equals the concentration of the
epinephrine per milliliter of the sample.
Crystalline penicillin and epinephrine in
oil Is satisfactory if It contains not less
than 0.24 or more than 0.36 milligram
epinephrine per milliliter.

§,141a.24 Aluminum pcnzcillin-a)
Potency. Proceed as directed in § 141a.1
(a) using citrate buffer as prepared In
§ 141a.16 (a) in lieu of phosphate buffer.

(b) Sterility. Proceed as directed in
§ 141a.2.
(c) Pyrogens. Proceed as directed In

§ 141a.3, but in lieu of the directions for
preparation of sample in paragraph (b)
thereof, prepare sample as follows:

Suspend approximately 60 milligrams
in 20 milliliters of pyrogen-free sterile
physiological salt solUtion, adding the
salt solution In approximately 1-milli-
liter aliquots and mixing thoroughly
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after each addition, utilizing a pyrogen-
free glass stirrng rod. Centrifuge, warm
to 370 C., withdraw the clear superna-
tant solution, and inject 1 milliliter per
kilogram of rabbit.

(d) Toxicity. Proceed as directed in
§ 141a.4, utilizing the solution prepared
in paragraph (c) of this section.

(e) Mosture. Proceed as directed in
§ 141a.5 (a)

(f) PH. Proceed as directed in
§ 141a.5 (b) using a saturated solution.

(g) Penicillin K content. Proceed as
directed in § 141a.5 (f)

§ 141a.25 Aluminum penicillin in oil-
(a) Potency, sterility. Proceed as di-
rected in § 141a.7.

(b) Moisture. Proceed as directed In
§ 141a.23 (c)

§ 141a.26 Procaine pentcillin--(a) Po-
tency. Proceed as directed in § 141a.1, or
by the iodometric method as described
in § 141a.5 (d) (1) except prepare the
sample as follows: Dissolve a weighed
sample (approximately 50 milligrams) in
2.0 milliliters of redistilled methanol.
Farther dilute this solution with suffi-
cient 1 percent phosphate buffer pH 6.0
to give a concentration of 2.0 milligrams
per milliliter.
(b) Sterility. Proceed as directed In

§ 141a.2.
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(c) Pyrogens. Proceed as directed In
§ 141a.3, except use physloloaical salt so-
lution as the diluent.

(d) Toxicity. Proceed as directed In
§ 141a.4, except use physiological valt so-
lution as the diluent, and Inject 0.5 milli-
liter of a solution containing 2,000 units
per milliliter.

(e) Moisture. Proceed as directed in
§ 141a.7 (c) but n lieu of the directions.
for preparing the sample In subpara-
graph (3) thereof prepare the sample
and calculate as follows: Accurately
weigh about 300 milligrams of the sam-
ple into a dry titrating vesel, add an
excess of the Karl Fischer reagent and
back titrate with water-methanol solu-
tion until the endpoint Is reached.

Percent molzture= (v'-vJ) '%eXl0o

where Wn,=weight of rample In milligrams.
Cf) pH. Proceed as directed In § 141a.5

(b) using a saturated aqueous solu-
tion prepared by adding 300 milligrams
per milliliter.

(g) Microscopical test for crystallinity.
Proceed as directed In § 141a.5 (c).
(h) Penicillin G content. Proceed as

directed n § 141a.5 (e) using the follow-
Ing formula for calculating the percent
of procaine penicillin G:

Percent of procaine peiciln G= z-ethyl piperldine penicillin precipitate '23 1
Weight of rample ii nllgrain

and in lieu of the first four sentences in
§ 141a.5 (e) (2) proceed as follows:

Accurately weigh approximately 100
milligrams of the sample to be tested in
a glass test tube or glass vial of approxi-
mately 10-milliliter capacity. Add 2
milliliters of water and cool to 0* C. to
50 C. Add 2 milliliters of the amyl ace-
tate solution and 0.5 milliliter of the
phosphoric acid solution, stopper and
shake vigorously for aproximately 15 sec-
onds. Add a second 0.5-milliliter portion
of the phosphoric acid solution and shake
vigorously again. Centrifuge to obtain
a clear separation of the two layers (ap-
proximately 20 seconds) If any pro-
came penicillin remains undissolved, add
a third portion of 0.5 milliliter of the
phosphoric acid solution and repeat the
shaking and centrifugation.

(i) Penicillin K content. Weigh from
30-35 milligrams of the sample to be
tested in a glass test tube or glass vial of
approximately 10-milliliter capacity.
Add 2.0 milliliters of chloroform U. S. P
and cool the mixture to 0* C.-5 ° C. in an
ice bath. Add 1.0 milliliter of cold 1-4
phosphoric acid solution, stopper and
shake vigorously for 15 seconds. Cen-
trifuge to obtain a clear separation of
the layers (approximately 20 seconds)
After centrifuging, remove 1.0 milliliter
of the chloroform layer with a pipette or
syringe equipped with a suitable needle.
Immediately place the 1.0 milliliter of
chloroform in a 125-milliliter separatory
funnel containing 29.0 milliliters of chlo-
roform and 15.0 milliliters of 0.3 M phos-
phate (Na-HPO4 and KHYO.) buffer pH
6.0 at room temperature and shake for
1 minute. Allow the mixture to stand
with occasional swirling to settle the
droplets of chloroform until the top layer

is clear (usually about 10 minutes)
Draw off all but about 2 milliliters of the
lower chloroform layer through a small
pledget of cotton into a glass-stoppzred
flask. Take a 4.0-milliliter allquot of the
buffer solution remaining in the separa-
tory funnel and a 10.0-mililliter aliquot
of the chloroform solution and deter-
mine the milligrams per milliliter of
penicillin in each by the lodometrIc assay
procedure described In § 141a.5 odo t1)
using 4.0 milliliters of the 1 N NaOH and
4.0 milliliters of the 1.2 N HCl for the two
above allquots. Make blank determina-
tions on the same size allquots. Calcu-
late the percent penicillin n the buffer
layer on the basis that the sum of the
penicillin found In the buffer layer and
in the bhloroform layer is 100 percent.
The percent penicillin K=198.46- per-
cent found in buffer) X3.34.

§ 141a.27 Procaine penicillin in off-
(a) Potency. Proceed as directed In
§ 141a.1, except paragraph i1) thereof
and, In lieu of the directions In § 141a.1
(d) prepare sample as follows: Intro-
duce I milliliter of the well-shaken sam-
ple by means of a 2-milliliter hypodermic
syringe, into a 50-milliliter volumetric
flask. Add 3 to 4 cubic centimeters of
chloroform, shake the flask well, and
make to 50 milliliters with ab-solute alco-
hol, Mbx thoroughly, withdraw a 1-milli-
liter aliquot and make the proper esti-
mated dilutions in 1 percent phosphate
buffer at pH 6.0. The sample may also
be prepared as follows: Introduce 1 milli-
liter of the well-shaken sample by means
of a 2.0-milliliter hypodermic syringe
into a blending jar containing 98 milli-
liters of 1 percent phosphate buffer at
pH 6.0 and 1.0 milliliter of polysorbate
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80. Using a high-speed blender, blend
the mixture for 1 minute and make the
proper estimated dilution in 1 percent
phozphate buffer at pH 6.0. If the label
reprecents the potency of the procame
penicillin In oil as 100,000 units per milli-
liter, I Is satisfactory if it is 85 percent
or more of the potency so represented;
If represented as 300,000 units per milli-
liter, it Is satisfactory if it is 90 percent
or more of the potency so represented.

(b) Sterility. Proceed as directed in
S 141a.7 (b)

(c) Moisture. Proceed as directed in
5 141a.7 (c).

§141a.28 Crystalline pencilZin for
inhalation t herapy-a) Po t eray.
Proceed as directed in § 141a.1, or by
the lodometric method as described in
§ 141a.5 (d) (1).

(b) Moisture. Proceed as directed In
141a.5 (a), except if it is procane pen-

icillin prozeed as directed in § 141a.26
(c).

§ 141a.29 Procaine penzciln for aque-
ous injection-(a) Potency. Proceed as
directed In § 141a.1, using a 50 percent
acetone-water solution to dissolve the
sample, or by the lodometric method as
dezcrlbed In § 141a.5 (d) (1) except dis-
solve the sample In about 5.0 milliliters
of rediztilled methanol prior to diluting
with 1 percent phosphate buffer pH 6.0.

(b) Sterility. Use the entire contents
of single-doze containers or the equiva-
lent of approximately 300 milli gvms
(activity) from each multiple-doze con-
tainer, and proceed as directed in
§ 141a2, except if It is the aqueous sus-
pensIon of the drug and does not contain
a prezervative, incubate all tubes for 14
days.

(c) MoiNtre. Proceed as directed In
5 141a.26 (e)

(d) Pyrogens. Proceed as directed In
, 141a.3, except use physiological salt so-
lution as the diluent.

(e) Toxicity. Proceed as directed In
§ 141a.4, except ue physiolo-ical salt-so-
lution as the diluent, and inject 0.25
millliter of a solution containing 4,000
units per milliliter.

(f) pH-(1) Dry mixture of the drug.
Proceed as directed In § 141a.5 (b) using
the solution or suspension resulting
when the amount of diluent recom-
mended in the labeling Is added.

(2) Aqueous suspension of the drug.
Proceed as directed In § 141a.5 (b) using
the undiluted aqueous suspension.

§ 141a.30 Ephedrrne penicillin-a)
Potency. Proceed as directed in § 141a.1,
or by the lodometric method as described
In § 141a.5 (d) (1), except dilute the
smaple with sufficient 1 percent phos-
phate buffer pH 6.0 to give a concentra-
tion of 2.0 milligrams per millilter.

(b) Sterility. Proceed as directed In
§ 141a.2.

(c) Pyrogens. Proceed as directed In
5 141a.3.

(d) Toxicity. Proceed as directed In
5 141a.4.

(e) Moisture. Proceed as directed In
§ 141a.5 (a).

(C) pH. Proceed as directed In § 141a.5
(b).

(g) Mcroscopical test for crystallinity.
Proceed as directed in § 141a.5 (c)
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(h) Penicillin G content. Proceed as 80 mg. and the following formula for
directed in § 141a.5 (e) using an accu-, calculating the percent of ephedrine
rately weighed sample of approximately- penicillin a:

Milligrams N-ethyl piperidine penicillin precipitate X 2232ercet of ephedrine penicillin Gmilligrams

(i) Penicillin K content. Proceed as
directed in § 141a.5 Cf)

§ 141a.31 Ephedrzne penicillin tab-
lets-(a) Potency. Proceed as directed
in § 141a.9 (a) or by the iodometrie
method as described in § 141a.5 (d) (1)
using 6 tablets dissdlved in sufficient 1
percent phosphate buffer pH 6.0 to give
a concentration of 2,000 units per
milliliter.

(b) Moisture. Proceed as directed in,
§ 141a.5 (a)

§ 141a.32 Procaine penicillin and buf-
fered crystalline penicillin for aqueous
zn~ection-(a) Total potency (except in
single-dose container) sterility, mois-
ture, pyrogens, toxicity, PH. Proceed as
directed in § 141a.29.

(b) Buffered crystalline penicillin
content-Cl) Preparation of the solution
for assay. Add the indicated amount of
distilled water to the contents of a vial
of the sample, and shake well. With-
draw one dose of the suspension with a
hypodermic syringe and place in a 10-
milliliter volumetric flask. Add 20-per-
cent sodium sulfate solution almost t6 the
mark, centrifuge sufficiently to see the
meniscus, make to volume with 20-per-
cent sodium sulfate solution, shake well,
and centrifuge to obtain a clear or rea-
sonably clear solution. Dilute a 5.0-
milliliter aliquot of this clear solution
with 1-percent phosphate buffer, pH 6.0,
to give a solution for assay of approxi-
mately 2,000 units per milliliter.

(2) lodometric assay for total peni-
cillin in the solution for assay. Deter-
mine the quantity of ,penicillin in the
solution for assay by the iodometric assay
procedure described in § 141a.5 (d) (1)

(3) Colorzmetrte d.etermination of pro-
caine penicillin in the solution for assay.
Transfer an aliquot of the solution for
assay to a 50-milliliter volumetric flask.
Determine the quantity of procaine
penicillin in this solution by the follow-
ing method:

(i) Reagents-(a) Sodium nitrite so-
lution. Dissolve 0.1 gram of sodium
nitrite m .OO milliliters of distilled water.
Prepare fresh solution every week and
store under refrigeration.

(b) Ammonium sulfamate solution.
Dissolve 0.5 gram of ammomum sulfa-
mate in 100 milliliters of distilled water
and store under refrigeration.

(c) N-(-naphthyl)-ethylenediamine
solution. Dissolve 0.1 gram of N-(-
naphthyl) -ethylenediamme d i h y d r o-
chloride in 100 milliliters of distilled.
water. Prepare fresh solutions every-
week and store under refrigeration.

(d) Standard procaine solution. Pre-
pare a standard solution containing
27.55 milligrams of procame hydrochlo-
ride U. S. P in a liter of distilled water
(each milliliter of the standard solution,
is equivalent to 60 units of procaine
penicillin)

(ii) Standards. Transfer, respectively,
1.0. 2.0, 3.0, 4.0, and 5.0 milliliters

of the standard solution and 5.0 milli-
liters of distilled water to each of six
50-milliliter volumetric flasks. Add 4.0,
3.0, 2.0, and 1.0 milliliters of water to
the first four flasks, respectively, to
give each a volume of 5.0 milliliters.

(iii) Procedure. To each flask of the
standards and the solution for assay add
5.0 milliliters of 4 N HCl, 1.0 milliliter of
the sodium nitrite solution, 1.0 milliliter
of the ammonium sulfamate, and 1.0
milliliter of the N-C1-naphthyl)-ethyl-
enediamine solution. Mix and wait two
minutes after each addition. Make each
flask to volume of 50 milliliters with dis-
tilled water. Determine the absorbency
of the colored solutions at 550 mp in a
suitable photo electric colorineter. The
instrument is balanced so that the zero
concentration reads zero absorbancy.
Plot the standard curve on coordinate
graph paper. Obtain the procaine pem-
cillin content of the solution for assay
directly from the point on the standard
curve corresponding to its absorbancy.

(4) The content of buffered crystal-
line penicillin in one dose of the product
is calculated as follows:

A=(B-C)F
where

A= buffered crystalline penicillin content
of the product.

B= total number of units of penicillin per
milliliter as determined in subpara-
graph (2) of this paragraph.

C= number of units of procaine penicillin
per milliliter as determined in sub-
paragraph (3) of this paragraph.

F= appropriate dilution factor depending
on the dilution made in the prepara-
tion of the solution for assay.

The content of buffered crystalline peni-
cillin in the batch is satisfactory when
determined by the method described in
tins paragraph if it is not less than 85
percent of that which it is represented
to contain.

(c) Procaine penicillin. The procaine
penicillin content of the batch is the
difference between the total potency de-
termined by the method described m
paragraph (a) or (d) of tins section and
the content of the buffered crystalline
penicillin determined by the method
described in paragraph (b) of this sec-
tion. The procaine penicillin content
of the batch is satisfactory when deter-
mined by the method described in this
paragraph if it is not less than 85 per-
cent of that which it is represented to
contain.

(d) Total potency of a one-dose con-
tamer Wash out the material remain-
ing in the 10-milliliter volumetric flask
referred to in paragraph (b) (1) of this
section with 1-percent phosphate buffer,
pH 6.0. Dilute to give a concentration
of approximately 2,000 units per milli-
liter, and assay by the icdometric method
described in § 141a.5 (d) (1) Obtain
the total potency by adding the number
of units found in this solution (units per
milliliterXvolume) to the number of

units found (units per mlllllterXvol-
ume) in the solution assayed in accord-
ance with paragraph (b) (2) of this
section.

§ 141a.33 Buffered penicillin powder
Proceed as directed in §§ 141a.1 and
141a.5 (a)

§ 141a.34 Procaine pencillin and crys-
talline penicillin in oil-(a) Total po-
tency. Vroceed as directed in § 147a.27
(a) or by the lodometric assay procedure
describedin L 141a.5 (d) (1) using in the
latter procedure a 0.5-milliliter aliquot
of the solution prepared as follows: In-
troduce 1 milliliter of the well-shaken,
sample, by means of a hypodermic
syringe, into a 50-milliliter volumetrio
flasz. Make to 50 milliliters with chlo.
roform-absolute alcohol (1+1) solvent
and shake well.

(b) Crystalline penicillin. Proceed as
directed in § 141a.32 (b), except prepare
the sample as follows: Introduce 1 milli-
liter of the well-shaken sample, by means
of a hypodermic syringe, 4nto a 30-milli-
liter centrifuge tube equipped with a
screw cap. Add 10.0 milliliters of chloro-
form and 10.0 millilitcrs of a 20 percent
sodium sulfate solution, shake well for
about 1 minute and centrifuge to obtain
a clear upper layer.

(c) Procaine penicillin. The differ-
ence between the total penicillin as de-
termined by paragraph (a) of this
section and the crystalline penicillin as
determined by paragraph (b) of this sec-
tion represents the amount of procaine
penicillin present.

(d) The procaine penicillin and the
crystalline penicillin content of the batch
are satisfactory when assayed by the
methods described in this section if each
is not less than 85 percent of that which
It is represented to contain.

(e) Sterility. Proceed as directed in
§ 141a.7 (b) except in the case of mul-
tiple-dose containers use approximatvly
400 milligrams (activity) from each con-
tainer, in lieu of 300 milligrams.

(f) Moisture. Proceed as directed in
§ 141a.7 (c)

§ 141a.35 Penzcillin-streptomycln oint-
m e n t, penicillin - dihydrottreptomycin
ointment-(a) *Potency-(1) Penicillin
content. Proceed as directed in § 141a.80
(a) Its content of penicillin is sAtis-
factory if it contains not less than 05
percent of the number of units per gram
of ointment that It is represented to con-
tain.

(2) Streptomycin content. Proceed
as directed in § 141b.101 of this chapter,
except paragraph (k) of that section,
and in lieu of the directions in § 141b.101
(e) and (j) (3), test a representative por-
tion of the sample (usually approxi-
mately 1 gram, accurately weighed) or
the entire contents of a single-dose con-
tamer prepared by one of the following
methods:

(i) To assay by the cup-plate method,
Use either extraction or blending.

(a) Extraction. Place the sample, in
a separatory funnel containing approxi-
mately 50 milliliters of peroxide-free
ether. If the sample consists of sub-
stantially more than 1 gram, use 100
milliliters of ether. Shake the sample
and ether until homogeneous. Add 20

9660
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milliliters of 0.1 21 potassium phosphate
buffer, pH 8.0, and shake. If the sample
consists of substantially more than 1
gram, use 50 milliliters of buffer. Allow
the layers to separate. Remove the buf-
fer layer and repeat the extraction with
new portions of buffer at least three
times and any additional times necessary
to ensure complete extraction of the
antibiotic. Combine the extractives and
make up to an appropriate measured
volume with buffer. To a suitable ali-
quot add- sufficient pemcillinase and let
stand for 30 minutes at 37* C. to mc-
tivate the penicillin. After inactivation,
make the proper estimated dilution with
buffer at pH 8.0.

C) Blending. Place the sample in a
blending jar containmng 1.0 milliliter of
10-percent aqueous solution of polysor-
bate 80 and sufficient 0.1 M potassium
phosphate buffer, pH 8.0, to give a final
volume of 500 milliliters. Using a high-
speed blender, blend the mixture for 3
minutes: To a suitable aliquot, add sufi-
cient pemicillinase and let stand for 30
minutes at 370 C. to inactivate the pem-
cillin. After inactivation, make the
proper estimated dilutions with buffer at
pH 8.0.

(ii) To assay by the turbidimetrc
method. Place the sample in a separa-
tory funnel containing apprommately 50
milliliters of peroxide-free ether. If the
sample consists of substantially more
than 1 gram, use 100 milliliters of ether.
Shake the sample and ether until homo-
geneous. Add 20 milliliters of distilled
water, and shake. If the sample con-
sists of substantially more than 1 gram,
use 50 milliliters of water. Allow the
layers to separate. Remove the aqueous
layer and repeat the extraction with new
portions of water at least three times
and any additional times necessary to
ensure complete extraction of the anti-
biotic. Combine the extractives, and
make to an appropriate measured vol-
ume with water. Remove the aliquot
and, if the ratio of the content of peni-
cillin to the content of streptomycin is
equal to or greater than one unit for each
microgram, add sufficient perucillinase
and let stand for 30 minutes at 37* C. to
inactivate the penicillin. Make the
proper estimated dilutions with distilled
water. Its content of streptomycin is
satisfactory if it contains not less than
85 percent of the number of milligrams
that it is represented to contain.

(3) Dihydrostreptomyczn c o n t e n t.
Proceed as directed in subparagraph (2)
of this paragraph, using the dihydro-
streptomycm working standard as a
standard of comparison. Its content of
dihydrostreptomycm is satisfactory if it
contains not less than 85 percent of the
number of milligrams per gram of oint-
ment that it is represented to contain.

(b) Motsture. Proceed as directed in
§ 141a.8 (b)

§ 141a.36 Penicillin-streptomyem bou-
gzes, penzcillin-dihydrostreptomyc bou-
gzes-(a) Potency-C() Penicillin con-
tent. Proceed as directed in § 141a.9 (a),
except the last sentence of that para-
graph. Its content of penicillin Is satis-
factory if it contains not less than 85
percent of the number of units that it Is
represented to contain.
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(2) Streptomycin content. Using 12
bougles, proceed as directed in § 141b.101
of this chapter, except paragraph (1:) of
that section, and if the cup-plate method
is used, use potassium phosphate buffer
(pH 7.8-8.0) for dissolving the sample in
lieu of sterile distilled water as directed
in § 141b.l01 (e) of this chapter and add
sufficient penicillinase to the colution
under test to completely inactivate the
penicillin present. If the turbidimetrlc
method is used, inactivatiion with pent-
cillinase is not necessary unless the ratio
of the content of penicillin to the con-
tent of streptomycin is equal to or
greater than 1.0 unit for each micro-
gram. Its content of streptomycin is
satisfactory if it contains not lesz than
85 percent of the number of milligrams
that it is represented to contain.

(3) Dih'ydrostreptomycln content.
Proceed as directed In subparagraph
(2) of this paragraph, using the dihydro-
streptomycin working standard as a
standard of comparison. Its content of
dihydrostreptomycin is satisfactory if It
contains not less than 85 percent of the
number of milligrams it is represented
to contain.

(b) Moisture. Proceed as directed in
§ 141a.22 (b)

§ 141a.37 Penicillin bacltracin oint-
ment-(a) Potency-l) Penicillin con-
tent. Proceed as directed in §141a.8 (a),
except the last sentence of that para-
graph. Its content of penicillin is satis-
factory if It contains not less than 85
percent of the number of units It is rep-
resented to contain.

(2) Bacitracin content. Proceed as di-
rected in § 14le.402 (a) of this chapter,
except that sufficient penicillinace is
added to the sample under test to com-
pletely inactivate the penicillin prcznt.
Its content of bacitracin Is satis factory
if it contains not less than 85 percent
of the number of units It is represented
to contain.

(b) Moisture. Proceed as directed in
§ 141a.8 b)

§ 141a.38 Procaine Penicillin and
streptomycin in oil, procainc Penicillin
and dihydrostreptomycin in off-a)
Potency-l) Penicillin contcnt. Proceed
as directed in § 141a.27 (a) e.:cept the
last sentence thereof. Its content of
penicillin is satisfactory if It contains not
less than 85 percent of the number of
units per milliliter that It is reprezented
to contain.

(2) Streptomycin content. Using 1
milliliter as the test sample proceed cis
directed in § 141a.35 (a) (2) Its con-
tent of streptomycin Is satisfactory if it
contains not less than 85 percent of the
number of milligrams per milliliter that
it is represented to contain.

(3) Dlhydrostreptomycin c o n t e n t.
Using 1 milliliter as the test sample pro-
ceed as directed in § 141a.35 (a) 3) Its
content of dihydrostreptomycin I" satis-
factory if it contains not less than 85
percent of the number of milligrams per
milliliter that it is represented to contain.

b) Moisture. Using 1 nililiter as
the test sample proceed as directed in
§ 141a.7 c)

§ 141a.39 Penicillin and streptomycin,
pentcillin and dhydrostrcptomycn-(a)
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PotenwlY-C) Sodium or potasszum _sn!.
cim content. Proceed as directed in
§ 141a.32 (b), except prepare the sample
as follows: Add the indicated amount of
distilled water to the contents of a vial
of the sample and shahe weIl. Vith-
draw one doze of the suspension or so-
lution with a hypodermic syringe and
place in a 10-milliliter volumetric Mflsi.
AlssO, with the further exception that in
the lodometric a=-ay, one drop of 1.2 r7
HC1 is added to the blank immediately
before the addition of the 0.01 N L. The
sodium or potassium penicillin content
is satisfactory if it is not less than 85
percent of that which it is represented
to contain.

(2) Total penicillin content. Proceed
as directed In § 141a.29 (a) or § 141a-32
Cd), except that In the lodometri assay
one drop of 1.2 17 HC1 is added to the
blank Immediately before the addition
of the 0.01 M -.

(3) Procaine Penicillin content. Pro-
ceed as directed in § 141a.32 (c) The
procaine penicillin content is satisfac-
tory if It is not less than 85 percent of
that which it Is represented to contain.

(4) Streptomycin content. Proceed
as directed In § 141b.101 (J) and (h) of
this chapter.

(5) Dih drostreptomycln content.
Proceed as directed In § 141b.108 (a) of
this chapter.

(b) Sterility. Uzs the entire contents
of single-doze containers or the equiva-
lent of approximately 0.5 gram (corn-
blued activity) for each multipla-do-ze
container, and proceed as directed in
§ 141a2, except that no control tube is
used in the test for bacteria.

Cc) Toxicity. Proceed as directed In
§ 141a.4. using as a tgst dole 0.5 mwilfliter
of a solution of the sample containin-
1.0 millfgram of streptomycin or dihy-
drostreptomycin per milliliter.

Cd) Pvrogcns. Proceed as directed in
§ 141a.3, ucing as a test doze 2 millters
per kiloram of a solution containlng 5
milligrams of streptomycin or dihydro-
streptomycin per milliliter.
(e) foiature. Proceed as directed in

§ 141a.26 (e)
Cf) pH. Proceed as directed In § 141a.5

(b) using the solution or suspension re-
suiting when the amount of diluent rec-
ommended in the labeling is added.

§ 141a.40 Penicillin tooth powder-
(a) Potency. Proceed as directed in
§ 141a.l.

(b) Mloisture. Proceed as directed in
141a.7 (c) but in lieu of the directions

for preparing the sample In subpara-
graph (3) thereof prepare the sample
and calculate as follows: Accurately
weigh about 1 gi. of the sample into a
dry titrating vesel. Add an excess of
the IWnrl Fischer reagent and back titrate
Immediately with water-methanol solu-
tion until the end point is reached. (The
entire operation from the addition of the
Marl Fischer reagent until the end p3int
is reached should not exceed 1 minute.)

Percent nioL-tura=(V,-VJ) X aX 1C),

'bcrao W5=,,el'lht of Camole In ml! Iram.
§ 141a.41 Penicillin - bacitraczn

trochec--Ca) Potenc--(1) Penczillin
content. Proceed as directedm § 141a.12
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(a) Its content of penicillin is satisfac-
tory if it contains not less than 85 per-
cent of the number of units per troche
that it is represented to contain.

(2) Bacitraczn content. Proceed as
directed in § 141e.403 (a) of this chapter,
except that sufficient penicillinase is
added to the solution under test to com-
pletely inactivate the penicillin present.
Its content of bacitracm is satisfactory
If it contains not less than 85 percent of
the number of units per troche that it is
represented to contain.

(b) Moisture. Proceed as directed In
§ 141a.5 (a)

§ 141a.42 Crystalline penicillin and
bacitracin- (a) Potency-() Content
of penicillin. Proceed as directed in
§ 141a.l. Its content of pemcillin is sat-
isfactory if it contains not less than 90
percent of the number of units it is rep-
resented to contain.

(2) Content of bacitracin. Proceed as
directed in § 141e.401 (a) of this chapter,
except that sufficient penicillinase is
added to the sample under test to com-
pletely inactivate the penicillin present.
Its content of bacitracm is satisfactory if
it contains not less than 85 percent and
not more than 115 percent of the number
of units it is represented to contain.

(b) Sterility. Proceed as directed in
§ 141a.39 (b)

(c) Toxicity. Proceed as directed in
§ 141a.4 except use, physiological salt
solution as the diluent.

(d) Pyrogens. Proceed as directed in
§ 141a.3 using as a test dose 1.0 milliliter
per kilogram of a solution containing 300
units of bacitracmi per milliliter. Use
physiological salt solution as the diluent.

(e) Moisture. Proceed as directed in
§ 141a.5 (a)

(f) PH. Proceed as directed in § 141a.5
(b) using a solution prepared as directed
in the labeling for the drug.

§ 141a.43 I-Ephenamine penicillin G-
(a) Potency. Proceed as directed in
§ 141a.1, except in lieu of paragraph (d)
dissolve the sample in sufficient meth-
anol before diluting with sterile distilled
water to make an appropriate stock solu-
tion.

(b) Sterility. Proceed as directed in
§ 141a.2.

(c) Pyrogens._Proceed as directed in
§ 141a.3, except use physiological salt
solution as the diluent and inject 2 mil-
liliters per kilogram of a solution con-
taming 800 units per milliliter.

(d) Toxicity. Proceed as directed inm
§ 141a.4, except use physiological salt
solution as the diluent and iject, in a
10-second interval, 1.0 milliliter of a solu-
tion containing 800 units per milliliter.

(e) Moisture. Proceed as directed in
§ 141a.5 (a)

(pH. Proceed as directed in § 141a.5
(b) using a saturated aqueous solution
prepared by adding 300 milligrams per
milliliter.

(g) Microscopical test for crystal-
linity. Proceed as directed in § 14la-5
(0)

(h) Heat stability. Proceed as di-
rected in § 141a.5 (d) (1) except prepare
the sample as follows: Dissolve the sam-
ple in 5 milliliters of redistilled meth-
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anol. Further dilute this solution with
sufficient 1-percent phosphate buffer pH
6.0 to give a concentration of 2.0 milli-
grams per milliliter.

Percent of I-ephenamlne penicillin

(j) Specific rotation. Accurately
weigh approximately 125 milligrams of
the sample in a 25-milliliter glass-stop-
pered volumetric flask and dissolve in
about 15 milliliters of water-acetone
(1+1) at 200 C. Dilute to 25 milliliters
with water-acetone (1+1) at 20 ° C. and
mix thoroughly. Transfer the solution
to a 200-millimeter tube, determine the
angular rotation in a suitable polari-
meter, using sodium light or a 5,893
Angstrom filter, and calculate the speci-
fic rotation. The determination must
be completed within 1/ hour from the
time the solution is prepared.

§ 141a.44 -Ephenamine penicillin G
zn oil--(a) Potency. Proceed as directed
in § 141a.27 (a) except the last sentence
thereof. If it is represented to contain
less than 300,000 units per milliliter, its
potency is satisfactory if it contains not
less than 85 percent of the number of
units so represented. If it is represented
to contain 300,000 units per milliliter, its
potency is satisfactory if it contains not
less than 90 percent of the number of
units so represented.

(b) Sterility. Proceed as directed in
§ 141a.7 (b)

(c) Moisture. Proceed as directed In
§ 141a.7 (c)

§ 141a.45 I-Ephenamine penicillin G
for aqueous mlection--a) Potency.
Proceed as directed in § 141a.43 (a) Its
potency is satisfactory if it contains not
less than 90 percent of the number of
units it is represented to contain.

(b) Sterility. Proceed as directed in
§ 141a.2, except that prior to sterilization
add 0.5 milliliter of polysorbate 80 to
each tube of thioglycolate and Sab-
ouraud medium. After sterilization, add
sufficient penicillinase to each tube of
Sabouraud medium to completely mac-
tivate the penicillin used in the test.
During the period of incubation, shake
the tubes once daily until solubilization
is achieved.

(c) Moisture. Proceed as directed In
§141a.5 (a)

(d) Pyrogens. Proceed as directed In
§ 141a.3, except use physiological salt
solution as the diluent and inject 2 milli-
liters per kilogram of a solution contain-
ing 800 units per milliliter.

(e) Toxicity. Proceed as directed in
§ 141a.4, except use physiological salt
solution as the diluent and inject, in a
10-second interval, 1.0 milliliter of a
solution containing 80% units per milli-
liter.

Cf) pH- l) Dry mixture of the drug.
Proceed as directed in § 141a.5 (b) using
a saturated aqueous solution prepared
by adding 300 milligrams per milliliter.

(2) Aqueous suspension of the drug.
Proceed as directed in § 141a.5 (b) using
the undiluted aqueous suspension.

(I) Penicillin G content. Proceed as
directed in § 141a.26 (h) using the fol-
lowing formula for calculating the per-
cent of l-ephenamine penicillin G:

N-ethyl piperldino penicillin

precipitate X 251
Welghtl of sample in milligrams

§ 141a.46 Procaine penicillin in strep-
tomycin sulfate solution, procaine peni-
cillin in dihydrostreptomycin sulfate so-
lution-(a) Potency-l) Procaine peni.
cillin content. Proceed as directed In
§ 141a.1, except paragraph (1) thereof.
If the lodometric assay Is used, 1 drop of
the 1.2 N HCI Is added to the blank Im-
mediately before the addition of the 0.01
N I2. Its content of procaine penicillin Is
satisfactory If It contains not less than
85 percent of the number of units that
it is represented to contain.

(2) Streptomycin sulfate content.
Proceed as directed In § 141b.101 (j) and
(k) of this chapter.

(3) Dihydrostreptomycln sulfate con-
tent. Proceed as directed In § 141b.108
(a) of this chapter.

(b) Sterility. Proceed as directed In
§ 141a.39 (b)

(c) Toxicity. Proceed as directed in
§ 141a.4, using as a test dose 0.5 milliliter
of a solution of the sample containing
1.0 milligram of streptomycin or dihy.
drostreptomycin per milliliter.

(d) Pyrogens. Proceed as directed In
§ 141a.39 (d)

(e) pH. Proceed as directed in § 141a.5
(b), using the undiluted aqueous sus-
pension.

§ 141a.47 Benzathne penicillin G-
(a) Potency. Proceed as directed in
§ 141a.1, except if the bloassay method
is used dissolve the sample to be tested
in sufficient dimethyl formamide or
formamide prior to diluting with phos-
phate buffer solutiofi. If the lodometrlo
method is used proceed as directed In
§ 141a.5 (d), except in preparing the
blank solution weigh 30-60 milligrams
of the sample and mako a suspension
of 2 milligrams per milliliter in 1-percent
phosphate buffer at pH 6.0. Shake well,
pipette 2.0 milliliters into a 125-milliliter
glass-stoppered Erlenmeyer flask, add
10 milliliters 0.01 N Iodine and Imme-
diately titrate with 0.01 N Na2S2O1 . In
preparing the solution for inactivation
dissolve a weighed sample (30-60 millI-
grams) in sufficient 1 N NaOl to give
2.0 milligrams per milliliter. Pipette a
2.0-milliliter aliquot Into a 125-milliliter
glass-stoppered Erlenmeyer flask, and
after 15 minutes add 2.0 milliliters 1.2 N
HC1 and 10 milliliters 0.01 N Iodine. Al-
low to stand for 15 minutes and titrate
the excess Iodine with 0.01 N Na2S2 O3.
In calculating the results regard the dif-
ference in titers multiplied by 601,8,
divided by 4, as the units per milligram,

(b) Sterility. Proceed as directed In
§ 141a.2, except prior to sterilization add
0.5 milliliter of polysorbate 80 to each
tube of thioglycolate and Sabouraud's
medium, and after sterilization add suf-
ficient penicillinase to each tube of
Sabouraud's medium to completely in-
activate the penicillin used in the test.
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During the period of incubation, shake
the tubes at least once daily.

(c) Toxicity. Proceed as directed in
§ 141a.4, except use physiological salt
solution as the diluent and inject 0.25
milliliter of a suspension containing 4,000
units per milliliter.

(d) Pyrogens. Proceed as directed in
§ 141a.3, except use physiological salt
solution as the diluent and m3ect 0.5 mil-
liliter per kilogram of rabbit of a suspen-
sion containing 4,000 units per milliliter.

(e) Moisture. Proceed as directed In
§ 141a.26 (e)

(f) pH. Proceed as directed in
§ 141a.5 (b) using a saturated aqueous
solution prepared by adding 5 milligrams
per milliliter.

(g) Microscopical test for crystallinity.
Proceed as directed in § 141a.5 c)

(h) Penicillin G content. Dissolve 50
milligrams of the sample, accurately
weighed, in absolute methyl alcohol and
make to a volume of 100 milliliters with
absolute methyl alcohol With a suit-
able spectrophotometer determine the
optical density of the solution in a 1-
centimeter cell at 263 np compared with
absolute methyl alcohol as a blank.
multiply the optical-density figure ob-
tam by the appropriate factor to
obtain the optical-density value of a
1-percent solution. The E I.Zvalue of
the sample multiplied by 100, divided
by 7.0, represents the percent penicillin
G in the sample.

§ 141a.48 Benzathine penicillin G oral
suspension, benzathine penicillin G for
oral suspension-a) Potency. Proceed
as directed in § 141a.47 (a)

(b) pH. Proceed as directed in
§ 141a.5 (b) using the undiluted aque-
ous suspension or the suspension pre-
pared as directed in the labeling of the
drug.

(c) Moisture (if it is a dry mixture of
the drug) Proceed as directed in
§ 141a.26 (e)

§141a.49 Penzcillzn-streptony-
cin-bacitracin ointment, penc illin-dihy-
dro-streptomyczn-bacitracvz ointment-
(a) Potency-() Content of penicillin,
streptomyczn, and dihydrostreptomycm.
Proceed as directed in § 141a.35 (a)

(2) Bacitracm content. Proceed as
directed in § 141e.402 (a) of this chapter,
except that:

(i) Sufficient pemciuinase is added to
the sample under test to completely in-
activate the penicillin present.

(ii) If streptomycin is present add
sufficient 0.5 percent semicarbazide solu-
tion (pH 6.5-7.0) to inactivate Ul hour
at room temperature) the streptomycin.

(iii) If dihydrostreptomycm is pres-
sent, use as the test organism the Food
and Drug Administration dihydrostrep-
tomycin-resistant strain of M. flavus (P.
C. T 16 R. D.) which is grown and main-
tained in media containing 500 ncro-
grams of dihydrostreptomycm per mil-
liliter of media, or calculate from the
quantity of dihydrostreptomycm found,
using the method prescribed by subpara-
graph (1) of this paragraph, the quan-
tity of dihydrostreptomycm that would
be present when the sample is diluted to
contain I unit of bacitracm (labeled
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potency) per mJlllitor. Prepare the
bacitracin standard curve by adding the
calculated quantity of dihydrostrcpto-
mycin to each concentration of bael-
tracn used for the curve. Use this
standard curve to calculate the bacitra-
cn content of the sample.

(b) Mfoisture. Proceed as directed in
§ 141a.8 (b)

§ 141a.50 Penicillin - strcptomycin
dental cones, penieillin-dtiydrotrepto-
nycin dental cones-(a) Potency-l)

Penicillin content. Proceed as directed
in § 141a.9 (a) Its content of pencillin
is satisfactory If It contains not lezz than
85 percent of the number of units that
it is represented to contain.

(2) Steptomyitn content. Proceed
as directed In § 141a.36 (a) (2) Its con-
tent of streptomycin Is satisfactory if it
contains not less than 85 percent of the
number of milligrams that it is repre-
sented to contain.

(3) DUzydrostreptomycin contcnt.
Proceed as directed In § 141a.36 (a) (3)
Its content of dihydrostreptomycin Is
satisfactory if it contains not lez3 than
85 percent of the number of milligrams
it is represented to contain.

b) Moisture. Proceed as directed In
§ 141a.5 (a)

§ 141a.51 Diethylaminoethy! cter pcn-
ic'illin G hydriaodfdc-(a) Potency. Pro-
ceed as directed in § 141a.1, eecept
prepare the sample as follows: D-.olve
in 0.1 M potassium phosphate buffer (pH
7.8-8.0) to make a stool: solution of 100
units per milliliter (estimated). Allow
to stand at room temperature for not
less than 1.5 hours and not more than
2 hours and then dilute an aliquot with
1-percent phosphate buffcr (pH 0.0) to
1.0 unit (estimated), or proceed by the
iodometrlc method described in § 141n.5

d) (1), except prepare the sample as
follows: Dissolve a weighed sample (ap-
proximately 50 milligrams) in 2.0 miUl-
liters of redistilled methanol. Farther
dilute this solution with 1-percent phos-
phate buffer (pH 6.0) to give a concen-
tration of 2,000 units per mllliter.

b) Sterility. Procead as directed in
. 141a.2, except in tha tst for batera
add for each 100 millite of m:di&a
uced 0.5 milliliter of palysorbate S9 and
a sufficlent quantity of 2 N Iao- to
produce a solution having a pH of ap-
prox mately 7.9 after sterilization.

(C) Pyrogcne. Proczed as directed in
§ 141a.3, except u physiological salt so-
lution as the diluent.

d) Toxicity. Proceed as directed in
§ 141a.4, except u:2 physiological "-It so-
lution as the diluent, and inject 0.5 milli-
liter of a solution containing 2,000 units
per milliliter.

(e) Moisture. Proceed as directed in
§141a.5 (a)

Mf pH. Proceed as directed in
j 141n.5 b) using a saturated aqueous
solution prepared by adding 300 m ili-
grams per milliliter.

Qg) Mcrozcopical test for crystalin-
tiy. Proceed as directed in § 141a.5 (c)

(h) Penf Idin G content. Accurately
weigh approximately 50 milligrams of
the sample and dis-olve in 25-mMillter
potacasum phosphate buffer, pH 7.9 (one
part of 0.1 M EHP-O., and 11.66 parts of
0.1 ZN KHPO,). Allow to stand at room
temperature for not les than 1.5 hours
and not more than 2 hours. Transfer a
5o0-milliiter aliquot to a 25-millter
glacz-stoppared test tube. Place the tube
in an tee bath and add 10.0 milliliters of
chloroform (provlously washed with
water) After coolin., adjust the pH of
the aqueous phase to 2.0 by adding 0.5
milliliter of 1-4 HPO. Shake the tube
thoroughly for 2 minutes, centrifuge, and
withdraw the lower chloroform layer
with the aid of a 10-milliliter hypodermizc
syringe and a 3-inch needle- Superfi-
clally dry the chloroform by filtering
through a pledget of cotton, usm a
U-shaped funnel to reduca evaporation
during filtration. Determine the optical
density of the filtered chloroform solu-
tion in a 1-centimeter call at 25 mn and
200 mp, using a suitable spectrophotom-
eter. Treat the working standard of
sodium peilcillin G in the same manner,
using an accurately weighted sample of
approxImately 30 mill rams.

(0. D. = at 2C3m-O. D. z at 2Z55l.4) (TTt. a) (1c0)Peian pD~C~ihiG-* O.D.sa963-mp--O.D.ta2Om;) (tvt.z) (0.635)

where 0. D.= optical density,

z =dlnthylamlnarthyl cstr penicilln G hydricdIda.
z =odium pcniclln G ,wrh ng ctandard.

§ 141a.52 Diethylaminocthyl cs e er
penicillin G hydrlodide for aqueous in-
2ectfon-(a) Potency. If the blooaay
method Is used, proceed as directed under
§ 141a.51 (a) If the lodometric method
Is used, proceed as directed under
§ 141a.5 (d) (1) Its potency Is satisfac-
tory if it contains not lczs than 90 pr-
cent of the number of units it is repre-
sented to contain.

b) Sterility. Use the entire contents
of single-dose containers or the equiva-
lent of approximately 300 milligrams
(activity) from.each multiple-do:e con-
tainer, and proceed as directed in
§ 141a.51.

(c) Moisture. Proceed as directed In
§ 141a.5 (a)

d) Pyrogen,. Proceed as directed in
§ 141a,3, except use physlological salt so-
lution as the diluent.

(a) Toxicity. Proceed as directed in
§ 141a.4, except use physioloaical salt so-
lution as the diluent, nnd inject 0.5 milli-
liter of a solution containing 2,000 units
per milliliter.

(f) PH. Proceed as directed in s 141a.5
b). using a saturated aqueous solution

prepared by adding O mili-rams per
milliliter.

§ 14ia.53 Penicllin-streptomycm zin-
plantation, ll ci , psnizczWhn-dzhydro-
strcpomycm implantation pzlets--a)
Potcncvl-1) PeniciWin content. Pro-
ceed as directed in r 14laS9 (a). Its con-
tent of panicillin Is satisfactory if it
contains not less than C5 percent of the
number of units that it is represented to
contain.

(2) Streptomycn conltent. Proceed as
directed in § 141a.35 (a) (2) Its content
of ireptomycin is satisfactory if it con-
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talns not less than 85 percent of the
number of milligrams that it is repre-
sented to contain.

(3) Dihydrostreptomycin content.
Proceed as directed in § 141a.36 (a) (3)
Its content, of dihydrostreptomycm is
satisfactory if it contains not less than
85 percent of the number of milligrams
that it Is represented to contain.

(b) Moisture. Proceed as directed in
§ 141a.5 (a)

§ 141a.54 Benzathme penicillin G for
aqueous mrection-(a) Potency. Pro-
ceed as directed in § 141a.47 (a) Its
potency is satisfactory if it contains not
less than 90 percent of the number of
units that it is represented to contain.

(b) Sterility. Proceed as directed in
§ 141a.47 (b)

(c) Moture (dry mixture of the
drug) Proceed as directed in § 141a.26
(e)

Cd) Pyrogens. Proceed as directed in
§ 14la.47 (d)

(e) Toxicity. Proceed as directed in
§ 141a.47 (c)

Cf) pH-(1) Dry mixture of the drug.
Proceed as directed m § 141a.47 Wf)

(2) Aqueous suspenszon of the drug.
Proceed as directed in § 141a.47 (f) us-
ing the undiluted aqueous suspension.

§ 141a.55 Benzathine penicillin G and
buffered crystalline penicillin for aque-
ous znection-(-a) Total potency (ex-
cept in szngle-dose containers) Pro-
ceed as directed in § 141a.1, except if the
bioassay method is used prepare the
sample by diluting 1.0 milliliter of the
drug suspension with suflicient dimethyl
formamide or formanide to dissolve the
benzathine penicillin G. Make to 100
milliliters with buffer. Shake well, and
dilute to 1.0 unit per milliliter. If the
lodometric method is used, proceed as
directed in § 141a.47, except in preparing
the blank solution dilute 1.0 milliliter of
the drug suspension to 250 milliliters
with 1-percent phosphate buffer qt pH
6.0. In preparing the solution for inac-
tivation dissolve 1.0 milliliter of the drug
suspension in approximately 20 milli-
liters of 0.5 N NaOH. Allow to stand for
15 minutes. Dilute to 250 milliliters with
distilled water. Pipette a 2.0-milliliter
aliquot into a 125-milliliter glass-stop-
pered Erlenmeyer flask and add 2.0 mil-
liliters 1.2 N HCl and 10 milliliters 0.01 N
iodine.

(b) Buffered crystalline penicillin
content. Place 1.0 milliliter of the drug
suspension in a 10-milliliter volumetric
flask and add 20 percent sodium sulfate
to make 10 milliliters. Shake well and
centrifuge to obtain a clear, or reason-
ably clear, solution. Dilute a-5.0-milli-
liter aliquot to 50 milliliters with buffer
and proceed as directed in § 141a.1 to
determine the number of units per milli-
liter of this solution, and from this value
calculat& the number of units per milli-
liter of the drug. The content of buf-
fered crystalline penicillin is satisfactory
if it is not less than 85 percent of that
which it is represented to contain.

(c) Benzathine penicillin G content.
The benzathine penicillin G content of
the batch is the difference between the
total potency as described in paragraph
(a) or d) of this section and the content
of buffered crystalline penicillin deter-

mined by the method prescribed in para-
graph (b) of this section. The content of
benzathine penicillin G is satisfactory
if it is not less than 85 percent of that
which it is represented to contain.

(d) Total potency of a single-dose
container Add sufficient distilled water
to the material rema-ning-m the 10-milli-
liter volumetric flask referred to in par-
agraph (b) of this section to bring the
-volume back to 10 milliliters and deter-
mine the number of units per milliliter
of this suspension. If the iodometric
method is used, 2.0-milliliter aliquots are
placed in 50-milliliter volumetric flasks
(one blank and one to be inactivated)
Obtain the total potency by adding the
number of unitsofound in the 10-milli-
liter volumetric flask to one-half the
content of buffered crystalline penicillin
found in paragraph (b) of this section.

(e) Sterility. Proceed as directed in
§ 141a.47 (b)

f) Moisture. Proceed as directed in
§ 141a26 (e)

(g) Pyrogens. Proceed as directed in
§ 141a.47 (d)

(h) Toxicity. Proceed as directed in
§ 141a.47 (c)

(i) PH. Proceed as directed in
§ 141a.47 f)

§ 141a.56 Chloroprocaine penicillin
0-(a) Potency, sterility, pyrogens, tox-
2city, moisture, pH, and crystallinity.
Proceed as directed in § 141a.26.

(b) Chloroprocaine penicillin 0 con-
tent. Accurately weigh approximately
168 milligrams of the sample in a 25-
milliliter glass-stoppered test tube and
add 5.0 milliliters-of chloroform (previ-
ously washed with water) and 15 milli-
liters of. distilled water. Place the tube
in an ice bath for 5 minutes and then
add 1.5 milliliters of 1-4 H3PO,. Shake
the tube vigorously for 2 minutes, centri-
fuge for 1 minute to separate the layers,
and withdraw the lower chloroform layer
with the aid of a 10-milliliter hypoder-
mic syrimge equipped with a 3-inch
needle. Superficially dry the chloroform
by filtering through a .pledget of cotton,
using a U-shaped funnel to redtice evap-
oration during filtration. Collect the
filtrate in a 5-milliliter glass-stoppered
bottle and use within an hour. Place

-this chloroform solution in the absorp-
tion cell (consisting of two rock-salt
plates with a 1.0-millimeter polyethylene
spacer between them, clamped firmly in
the cell holder) Adjust the amplifica-
tion of the infrared spectrometer to full-
scale deflection for 1 nncrovolt, .set the
slit opening at 0.300 millimeter and re-
cord the spectrum from 10.7 to 9.4 mi-
crons, taking a zero reading (shutter
closed) at the begiming and at the end
of the run. Draw a base line from the
transmission peak at 10.3 microns par-
allel to the zero line. -Calculate the base
line optical density from the following
formula.

DB=log, 1B

where
DB=base line density.
ZB=distanep from the zero line to the

base line measured at the trans-
mission peak at 10.3 microns.

Ip=dlstance from the zero line to the
maximum absorption of the band at
10.1 microns.

The extinction coefficient of the sample in
the particular cell being used In calculated
as follows:

DX5
Weight 61 sample in grams

where E=extinctlon coefficient.

Using an accurately weighed sample of
-about 100 milligrams of the potassium peni-
cillin 0 working standard in the abovo pro.
cedure, determine Its extinction coelclent In
the particular cell being used.

Obtain the percent chloroprocaino peni-
cillin 0 in the sample under test by the
following calculation:

E sample 068 o r ceon t chloroprocaino
E standard penicillin o.

(c) Chloroprocaine penicillin G con-
tent. Proceed as directed In § 141a.X (g),
except prepare the sample as follows.
Accurately weigh approximately 500
milligrams of the sample In a 25-milli-
liter glass-stoppered test tube. Add 6
milliliters of distilled water and 0.0
milliliters of amyl acetate. Place the
tube In an Ice bath for 5 minutes and
then add 4 milliliters of 1-4 I-LPQ, shako
vigorously for 2 minutes, centrifuge for
1 minute to separate the layers, and
withdraw 5.0 milliliters of the amyl
acetate layer. Place the amyl acetate In
a 250-mlliliter Erlenmeyer flask and
evaporate to dryness by directing a
stream of air Into the flask. Dissolve the
residue In 2.0 milliliters of g.5 percent
KOH.

Calculate the percent of penicillin C1
In the sample from the equation:

(5.10) (x) (50) (100)
(Wt. sample milligrams) (0.838)

=percent penililin 0
§ 141a.57 Chloroprocaine penicillin 0

for aqueous mection. For the determi-
nation of potency, sterility, moisture,
pyrogens, toxicity, and pH, proceed mk
directed in § 141a.29.

§ 141a.58 P e n z c % I I i n -streptomV-
cm vaginal suppositories, penicillln-di-
hydrostreptomycin vaginal supposi-
tories-a) Potency-Cl) Penicillin con-
tent. Proceed as directed in § 141a.8
(a) Its content of penicillin Is satisfac-
tory If it contains not less than 85 per-
cent of the number of units that it is
represented to contain.

(2) Streptomycin content. Using 5
suppositories, proceed as directed in
§ 141a.35 (a) (2), except that 150 millili-
ters of peroxide-free ether Is used in
the extraction. Its content of strepto-
mycin is satisfactory If It contains not
less than 85 percent 9f the number og
milligrams that It is represented to con-
tain.
(3) Dihydrostreptomycin content.

Proceed as directed in subparagraph (2)
of this paragraph, using the dihydro-
streptomycin working standard as a
standard of comparison. Its content of
dihydrostreptomycin Is satisfactory If it
contains not less than 85 percent of the
number of milligrams that It Is repre.
sented to contain.
(b) Moisture. Proceed as directed In

§ 141a.18 (b)
§ 141a.59 Penicillin - streptomycin-

bacitracm dental paste, penicilln-dihy-
drostreptomycin - bacitracin dental
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paste-(a) Potency. Proceed as directed
in § 141a.49 (a)

(b) Moisture. Proceed as directed in
§ 141a.8 (b)

(c) Sterility. Proceed as directed in
§141a.7 (b)

§ 141a.60 Penicillin and dihydrostrep-
tomycn-streptomyczn: sulfates, procaine
penicillin in dihydrostreptomycm-strep-
tomycm sulfates solution--(a) Potency-
(1) Penicillin content. If it contains:

i) Crystalline penicillin and dihydro-
streptomycin-streptomyci s u I f a t e s
Proceed as directed in § 141a.1, except
that if the iodometnc assay is used 1
drop of 1.2 N HC1 is added to the blank
immediately before the addition of the
0.01 N L, or

(ii) Procaine penicillin and dihydro-
streptomycm-streptomycmn sulfates.
Proceed as directed in § 141a.29 (a) ex-
cept that in the iodometnc assay 1 drop
of 1.2 N HC1 is added to the blank im-
mediately before the addition of the 0.01
NL, or

(iii) Benzathine penicillin G and di-
hydrostreptomyczn - streptonycin sul-
fates. Proceed as directed in § 141a.47
(a) except that in the iodometrmc assay
1 drop of 1.2 N HCl is added to the blank
immediately before the addition of the
0.01 N L, or

(iv) Crystalline penicillin-;rocatne
penicillin and dihydrostreptomycin-
streptomycn sulfates. Proceed as di-
rected in § 141a.32 (a) (b) and (c) ex-
cept that in the iodometrnc assay 1 drop
of 1.2 N HC1 is added to each blank m-
inediately before the addition of the 0.01
IV L, or

(v) .Crystalline penicillin-benzathmne
penicillin G and dihydrostreptomyczn-
streptomycn sulfates. Proceed as di-
rected in § 141a.55 (a) (b) (e) and d)
except that in the iodometric assay 1
drop of 1.2 N HC1 is added to each blank
immediately before the addition of the
0.01 N I., or

(vi) Crystalline penicillin-procaine
penwillin-benzathine penicillin G and
dihydrostreptomycm-streptomycin sul-
fates. Proceed as directed in : 141a.61
(a) (1) (2) (3) and (4) except that
in the iodometric assay 1 drop of 1.2 N
EC1 is added to each blank immediately
before the addition of the 0.01 N I, or

(vii) Procaine penicillin-benzathme
penicillin G and dihydrostreptomyczn-
streptomycin sulfates. Proceed as di-
rected in § 141a.67 (a) (1) and (2)
The total potency and the number of
units of each salt of pemcillin are satis-
factory if the immediate containers con-
tain not less than 85 percent of the num-
ber of units that they are represented to
contain.

(2) Combined potency of dihydro-
streptomycin and streptomycn; content
of streptomycin. Proceed as directed in
§ 141b.118 (a) and (b) of this chapter.
Its combined potency of streptomycin
and dihydrostreptomycm is satisfactory
if it is not less than 90 percent of the
number of milligrams that it is repre-
sented to contain. Its content of strepto-
mycin is satisfactory if it contains not
less than 45 percent and not more than
55 percent of the combined potency of
streptomycin and dihydrostreptomycm.

(b) Sterility. Proceed as dirceted In
§ 141a.39 (b) except If It contains ben-
zathme penicillin G proceed as directed
in § 141a.47 (b)

(c) Toxicity. Proceed as directed in
§ 141a.39 (c), except if It contains ben-
zathine penicillin G, proceed as directed
in § 141a.47 (c), using a test suspenslon
containing a total penicillin activity of
4,000 units per milliliter.

(d) Pyrogens. Proceed as directed in
§ 141a.39 (d), except if it contains ben-
zathme penicillin G proceed as directed
in § 141a.47 (c), using a test suzpenslon
containing a total penicillin activity of
4,000 units per milliliter.

e) Moisture. Proceed as directed In
§ 141a.5 (a), except if It contains pro-
caine penicillin or benzathlne penicillin
G proceed as directed in § 141a.2I 4e,

f) pH. Proceed as directed in
5 141a.29 Cf)

§ 141a.61 Benzathmne-procainc-buf-
fered crystalline penfcillins for aqueous
mection-(a) Potency-(l) Total po-
tency. Proceed as directed In F. 141a.l.
except if the bioassay method is used
prepare the sample by diluting one doZe
of the drug suspension with sufficient
dimethyl formamide or formamide to
dissolve the benzathine penicillin G.
Make to 100 milliliters with 1-percent
phosphate buffer, pH 0.0. Shake well,
and dilute to .1.0 unit per milliliter with
buffer. If the lodometric method of
assay is used, add the indicated amount
of distilled water to the contents of a
vial of the sample, shake well, and pro-
ceed as follows (except for single-doze
containers)

(I) Using a standardized hypodermic
syringe, withdraw one doze and dilute
with 1-percent phosphate buffer, pH 0,0,
to give a concentration of approxdmately
2,000 units per milliliter. Use 2.0 milli-
liters of this suspension as the blan: in
the lodometric assay procedure described
in § 141a.5 (d) (1).

di) Using a standardized hypodermic
syringe, withdraw another doze, place In
a flask, and add 20 milliliters of 0.5
N NaOH for each 300,000 units of benza-
thine penicillin, mix well, being sure that
all penicillin is in solution, and allow to
stand for 15 minutes. Add 1 milliliter of
1.2 N HCI for each 2 mllliliters of 0.5 N
NaOH, mix, and dilute with distilled
water to the same volume as was used in
subdivision (I) of this subparagraph.
Place 2.0 milliliters in a 125-milliliter
glass-stoppered Erlenmeyer flask, add 10
milliliters of 0.01 N Iodine, allow to stand
for 15 minutes, and titrate with 0.01 AV
sodium thiosulfate as directed In the
iodometrlc assay procedure in f 141a.5
(d) (1) The total potency of the batch
is satisfactory if It contains not lezs
than 85 percent of that which It is rep-
resented to contain.

(2) Procaine penicillin content (ex-
cept for single-dose containers) Make
suitable dilutions of the colution pre-
pared in subparagraph (1) (il of this
paragraph to obtain appro.'mately 60
units of procaine penicillin per milliliter.
Determine the procaine penicillin con-
tent by the colorimetrlc procedure de-
scribed in § 141a.32 b) (3). The con-
tent of procaine penicillin is catlsfactory
if it contains not lezs than 85 percent of

the number of units that itis represented
to contain.

(3) Buffered crystalline pnicillin con-
tent-Mi) Preparation of the solution for
assal. Ca) Add the indicated amount of
distilled water to the contents of a vial
of the sample, and shale welL With-
draw one doze of the suspension with a
hypodermic syringe and place in a 10-
milliliter volumetric fLa-e'. Add 20-per-
cent sodium sulfate solution almost to
the mark, centrifuge sufficlently to see
the menlcus, make to volume with 20-
percent sodium sulfate solution, shake
well, and centrifuge to obtain a clear or
reasonably clear solution; or

(b) If the original product contains
more than 600,000 units, place it in a
50-milliliter volumetric flask, add 20-
percent sodium sulfate to the mark,
shake well, place a 10-millilter portion
in a centrifuge tube, and centrifuge to
obtain a reasonably clear solution.

(c) Dilute a 5.0-milliliter aliquot of the
clear solution obtained in (a) or (b) of
this subdivision with 1-percent phos-
phate buffer, pH 6.0. to give a solution
for aay of approximately 2,000 units
per milliliter.

i) Iodometric assay for total peni-
cillin in the solution for assay. Deter-
mine the total quantity of penicillin in
the solution for assay by the iodometnc
assay procedure described in § 141a.5 (d)
(1)

fill) Colorlmetrze determination of
procaine penicillin in the solution for
assay. Proceed as directed in §.141a.32
ob) (3) The content of procame pem-
cillin in the batch is satisfactory if it as
not lezs than 85 percent of that which it
is reprezented to contain.

(lv) The buffered crystalline pemcillin
In one doze of the product is calculated as
follows:

A=(B-C)F
v:hcra

A= the buffered cryatalline penilcillin con-
tent of the product.

R= the number of units of penicillin pr
milliliter as determined in subpaxa-
graph (3) (H) of this paragraph.

C= the number of unitz of procatne peni-
cllln per milliliter as determined in
cubparargrah (3) (fll) of thisapara-
graph.

F= t e appropriate dilution factor de-
pending on the dilutions made in the
prepiratlon of the colution for -- y.

The content of buffered crystalline peni-
cillin is atisfactory if the batch con-
taIns 85 percent of the number of units
per milliliter that It is represented to
contain.

44) Benzathne pencillin content.
The sum of the procaine penicillin con-
tent determined under subparagraph (2)
or (6) of thlsparagraph and the buffered
crystalline penicillin content determined
under subparagraph (3) of this para-
graph, subtracted from the total potency
determined in subparagraph (1) or (5)
of this paragraph, reprezents the benza-
thine penicillin G content. The benza-
thine penicillin G content is satisfactory
if It is not less than 85 percent of the
number of unit. that It is represented to
contain.

(5) Total Potency of a single-dose
container. Wach out the material re-
maining in the volumetric flazk referred.
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to in subparagraph (3) (i) (a) of this § 141a.63 Penicillin - bacitracmn -
paragraph, or combine the contents re- neomycrn ointment; penicillin-bacitra-
maimng in the 50-milliliter volumetric czn-neomyczn in oil-(a) Potency-C()
flask and in the centrifuge tube referred Penicillin content; bacitracm content.
to in subparagraph (3) (i) (b) of this Proceed as directed in § 141a.37 (a)
paragraph. Dissolve the material by (2) Neomyczn content. Proceed as
adding 10 milliliters of 1 N, NaOH for directed in § 141e.411 (a) (2) of this
each 300,000 units of benzathine peru- chapter, except that sufficient pemcil-
cillin and allow to stand 15 minutes. linase is added to the sample under test
Add 1 milliliter of 1.2 N HC1 for each to completely inactivate the penicillin
milliliter of 1 V NaOH and then dilute present. Its content of neomycm is sat-
with distilled water to give a concen- isfactory if it contains not less than 85
tration of approximately 2,000 units per percent of the number of milligrams per
milliliter. Place 2.0 milliliters in a 125- gram that it is represented to contain.
milliliter glass-stoppered Erlenmeyer (b) Moisture. Proceed as directed in
flask, add 10 milliliters of 0.01 N iodine, § 141a.8 (b)
allow to stand for 15 minutes, and then § 141a.64 Penicillin - streptomycezn
titrate with 0.01 N sodium thiosulfate tablets, penzcillin-dihydrostreptomycnas directed in § 141a.5 (d) (1) For the tablets-(a) Potencya-(1) Penicillin
blank determination prepare a separate content. Proceed as directed in § 141a.9
sample as directed in subparagraph (3) (a) Its content of penicillin is satis-
(i) (a) or (b) -of this paragraph and in factory if it contains not less than 85
the first sentence of this subparagraph, percent of the number of units that it
then dilute with 1 percent phosphate is represented to contain.
buffer, pH 6.0, to give a concentration of (2) Streptomycin content. Proceed
approximately 2,000 units per milliliter. as directed in § 141a.36 (a) (2) Its
The total potency of the one-dose con- content of streptomycin is satisfactory
tamer is equal to the sum of the num- if it contains not less than 85 percent of
ber of units found in this assay (units the number of milligrams it is repre-
per milliliterXvolume) and the num- sented to contain.
her of units found (units per milliliter (3) Dihydrostreptomyczn c o n t e n t.
Xvolume) in the solution for assay in Proceed as directed in § 141a.36 (a) (3)
subparagraph (3) (ii) of this paragraph. Its content of dihydrostreptomycm is

(6) Procaine penicillin content of a satisfactory if it contanisnot less than
single-dose container Make suitable 85 percent of the number of milligrams
dilutions of the NaOH-mactivated solu- it is represented to contain.
tion prepared in sfibparagraph (5) of (b) Moisture. Proceed as directed In
this paragraph to obtain approximately § 141a.5 (a)
60 units of procaine penicillin per milli-
liter. Determine the procaine pemcil- § 141a.65 Procaine penmcillin-strepto-
lin content (units per milliliterX mycm-neomyczn n. oil; procaine pent-
volume) of this solution by the colon- cillin-dihyrostreptomycin-neomyc . in
metric procedure described under oil; procaine penicillin-streptomycrn-
§ 141a.32 (b) (3) To this value add neomycn ointmdnt; procaine penicillin-
the procaine penicillin content (units dihydrostreptomycin-neomyem o % n t -
per milliliterXvolume) of the solution ment-(a) P o't en c y-(l) Penicillin
for assay, as found in subparagraph (3) content, streptomycn content, dihydro-
(ili) of this paragraph, to obtain the streptomycn content. Proceed as di-
procaine penicillin content of the one- rected in § 141a.38 (a) (1) (2') and (3)
dose container. The content of -pro- except use only the cup-plate method
caine penicillin in the batch is satisfac- of assay for streptomycin and dihydro-
tory if it is not less than 85 percent of streptomycin.
that which it is represented to contain. (2) Neomycin content. (i) If it con-

(b) Sterility. Proceed as directed in tamns streptomycmn, proceed as directed
§ 141a.47 (b) in § 141e.410 (b) (1) of this chapter, ex-

Cc) Pyrogens. Proceed s directed in cept prepare the sample as directed in
c141a.47 (d) § 141a.49 (a) (2) (i) and (i)

(d) Toxicity. Proceed as directed i (ii) If it contains dihydrostreptomy-
d141a.47 Cc) cin, proceed as directed in § 141e.410 (b)

(e) Moisture. Proceed as directed i (1) of this chapter, except prepare the
e141a.26 (e) sample as follows: Place 1.0 milliliter of

(f) PH. P r o c e e d as directed m the sample in a separatory funnel con-141a.47 () taming approximately 50 milliliters of
peroxide-free ether and extract with

§ 141a.62 Benzathme penicillin G and four successive 20-milliliter portions of
procame penicillin for aqueous mznec- distilled water. make the combined
tion-(a) Total potency, benzathine aqueous extractions to 100 milliliters
penicillin G content, procaine penicillin with distilled water. Transfer a 10-nil-
content. Proceed as directed in § 141a.61 liliter aliquot of the aqueous extract to a
(a) (1) (2) and (4) 25-milliliter volumetric flask and add

(b) Sterility, toxicity, pyrogens. Pro- 1.0 milliliter of 5-percent Ba(OH)-
ceed as directed in § 141aA7 (b) (c), 8H0. Using a test-tube clamp, suspend
and (d) the open flask in a steam bath so that the

(c) pH. Proceed as directed in mouth of the flask is slightly above the
§ 141a.5 (b), using the undiluted aque- level of the steam bath. Heat with steam
ous suspension or the suspension pre- for 3 hours; remove, cool, add one drop of
pared as directed in the labeling for the 1.0-percent phenolphthalem and neu-
drug. tralize dropwise with 1.0 N H2SO,. Make

(d) Moisture (dry mixture of the to volume with distilled water and pour a
drug) Proceed as directed in § 141a.26 reasonable aliquot into an appropriate
(e) centrifuging tube. Centrifuge for 5

minutes at approximately 4,000 r. p. m.
and decant. Pipette an appropriate
volume for assay and accurately add
sufficient 1.0 M potassium phosphate
buffer pH 8.0 to provide, after addition
of distilled water, a solution haying a
molarity of 0.1 percent with tespect to
the potassium phosphate lbuffer and con-
taining 10 micrograms of neomycin per
milliliter.

(ill) If it contains dihydrostreptomy-
cm, the neomycin content may also be
determined as follows, Place 1.0 milli-
liter of the sample In a separatory fun-
nel containing 50 milliliters of peroxide-
free ether and extract with four suc-
cessive 20-milliliter portions of 0.1 M
potassium phosphate buffer at PH 7.8 to
8.0. Make the combined aqueous extrac-
tions to 100 milliliters with the 0.1 M

-potassium phosphate buffer. Pipette an
appropriate volume for assay and accu-
rately add sufficient 0.1 M potassium
phosphate buffer to provide a solution
containing 10 micrograms of neomycin
per milliliter. Proceed as directed In
§ 141e.410 (b) (1) of this chapter, ex-
cept add sufficient penicillinase to com-
pletely inactivate the penicillin present,
and use as the test organism the Food
and Drug Administration dihydrostrep-
tomycin-resistant strain of M. pyogenes
var. aureus (P C. I. 1209 R. D.), which
is grown and maintained In media con-
taning 1,000 micrograms of dihydro-
streptomycin per milliliter of agar.

(b) Moisture. 'Using 1 milliliter as
the test sample, proceed as directed in
§ 141a.7 (c)

§ 141a.66 Capsules procaine penicill n
tn oil-(a) Potency. Proceed as directed
in § 141a.1, except paragraph (i) of that
section, and In lieu of the directions in
§ 141a.1 (d) prepare the sample as fol-
lows: Place 12 capsules In a blending
jar containing 40 milliliters of absolute
alcohol and 200 milliliters of distilled
water. After blending for 1 minute with
a high-speed blender, add 260 milliliters
of distilled water. Blend again for 1
minute and make the proper estimated
dilutions in 1-percent phosphate buffer
at PH 6.0. Its potency Is satisfactory if
it contains not less than 85 percent of
the number of units per capsule that
It-is represented to contain,

(b) Moisture. Using an accurately
weighed sample of approximately 1 gram
of the capsule contents, proceed as di-
rected in § 141a.7 (c)

§ 141a.67 Procaine Penicillin and
benzathmne penicillin G in streptomycin
sulfate solution, procaine penicillin and
benzathmne penicillin G in dithydro-
streptomycin sulfate solution (procaine
Penicillin and benzathine penicillin a in
crystalline dihydrostreptomycin sulfate
solution)-(a) Potency-() Total Po-
tency and procaine penmcillin content.
Proceed as directed In § 141a.61 (a) (1)

,and (2) except that In the lodomotro
assay one drop of 1,2 N HC1 is added to
the blank Immediately, before the addi-
tion of the 0.01 N Iodine.
(2) Benzathme penicillin G content.

The difference between the total penicil-
lin potency and the procaine penicillin
content determined under subparagraph
(1) of this paragraph represents the
benzathine penicillin a content. The
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benzathme penicillin G content is satis-
factory if it is not less than 85 percent
of ,that -whnch it is represented to con-
tam.

(3) Streptomycin content. Proceed
as directed in § 141b.101 (Q) and k) of
this chapter.

(4) Dihycdrostreptomycin con ten t.
Proceed as directed in § 141b.108 (a) of
this chapter.

(b) Sterility. Proceed as directed in
§ 141a.47 (b) except that no control tube
is used in the test for bacteria.

(c) Toxicity. Proceed as directed in
§ 141a.39 (c)

(d) Pyrogens. Proceed as directed in
§ 141a.39 (d)

(e) PH. Proceed as directed in § 141a.5
(b) using the undiluted aqueous sus-
pension.

§ 141a.68 Benzathzne penicillin UG
and streptomycn, benzathine penzcillin
G and dihydrostreptomyczn-(a) Po-
tency-(1) Content of benzathne Pent-
cillin G. Proceed as directed in
§ 141aA7 (a) Its content of benzathne
penicillin G is satisfactory if it contains
not less than 90 percent of the number
of units that it is represented to contain.

(2) Streptomycin content. Proceed as
directed in § 141b.101 Q) of this chapter.
Its content of streptomycin is satisfac-
tory if it contains not less than 90 per-
cent of the number of grams that it is
represented to contain.

(3) Dihydrostreptomycztn c o n t e n t.
Proceed as directed m § 141b.108 (a) of
this chapter. Its content of dihydro-
streptomycin is satisfactory if it con-
tams not less than 90 percent of the
number of grams that it is represented
to contain.

(b) Sterility. Use the entire contents
of single-dose containers or the equiva-
lent of approximately 0.5 gram (com-
bined activity) for each multiple-dose
container, and proceed as directed in
§ 141a.47 (b) except that no control tube
is used in the test for bacteria.

(c) Moisture. Proceed as directed in
§ 141a.26 (e)

(d) Toxicity, pyrogens, PH. Proceed
as directed in § 141a.39 (c) (d) and f)

§ 141a.69 Crystalline penicillin G oral
suspension, crystalline penicillin G so-
dium oral suspension, potassium peni-
cillin G oral suspenston-(a) Potency.
Proceed as directed in § 141a.1, except
§ 141a.1 (i) and in lieu of the directions
in § 141a.1 (d) prepare the sample as
follows: By means of a hypodermic
syringe, introduce 5 milliliters of the
well-shaken test sample into a high-
speed blender containing 244 milliliters
of 1-percent phosphate buffer at pH 6.0
and 1.0 milliliter of a 10-percent aqueous
solution of polysorbate 80. Blend the
mixture for 3 to 5 minutes. Make the
proper estimated dilutions in 1-percent
phosphate buffer at pH 6.0. Its potency
is satisfactory if it contains not less than
85 percent of the number of units per
nillilter that it is represented to con-
tam.

(b) Moisture. Proceed as directed in
§ 141a.7 Cc)

§141a.70 Tablets benzathne penicil-
lin G and crystalline penzeillin-Ca)
Potency-l) Total potency. Proceed as
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directed in § 141a.9 (a) (2) Its total
potency Is satisfactory if It contains not
less than 85 percent of the number of
units per tablet that it is reprezented to
contain.

(2) Crystalline penicillin content.
Place 5 tablets in a blending jar and add
thereto sufficient distilled water to give
a concentration of 5,00 units of crystal-
line penicillin per milliliter. Blend for
2 minutes with a high-speed blender,
filter, remove a 10-milliliter aliquot of
the fltmte and dilute to 25 milliliters
with 1.0 percent phosphate buffer at
pH 6.0. Remove a 2-milliliter aliquot of
this solution and assmy by the lodometric
assay procedure described in § 141a.5 (d)
(1) Its content of crystalline penicillin
is satisfactory if It contains not less
than 85 percent of the number of units
per tablet that It Is represented to con-
tain.

(3) Benzathine Penicillin G content.
The benzathine penicillin G content of
the batch is the difference between the
total potency as determined by the meth-
od described in subparagraph (1) of this
paragraph and the content of crystalline
penicillin as determined by the method
prescribed in subparagraph (2) of this
paragraph. Its content of b-nzathlne
penicillin G is satisfactory if It contains
not less than 85 percent of the number
of units per tablet that It is represented
to contain.

(b) Moisture. Proceed as directed in
§ 141a.26 (e)

§ 141a.71 Penicillin - streptomycin
Powder pencillin-dilydrostrcptomyein
powder-(a) Potency-(l) Penicillin
content. Use an accurately weighed
sample of approximately 1 gram and
proceed as directed in § 141a.1, except
paragraph (i) of that section. The pen-
icillin content of the powder I- satisfac-
tory if it contains not less than C5 per-
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cent of the number of units that it is
reprezented to contain.

(2) Streptonyc n content. Use an ac-
curately weighed sample of approxi-
mately 1 granr and proceed as directed
in § 141a.36 (a) (2) The streptomycrn
content of the powder Is satisfactory if
It contains not less than 85 percent of
the number of mill-mrams of activity
that It is represented to contain

(3) Dihydrostreptomycrn c o n t e in t.
Use an accurately weighed sample of
approximately 1 gram and proceed as di-
rected in § 141a.36 (a) (3) The dihy-
drostreptomycin content of the powder
Is satigfactory if It contains not less than
85 percent of the number of milligrams
of activity that It is represented to
contain.

(b) Moisture. Proceed as directed in
§ 141a.5 (a)

§ 141a.72 Dibencylamme pencilin G
Wdiben.-jlamine penzcillin G salt)-(a)

Potcnc . Proceed as directed in
§ 141a.26 (a)

(b Sterility. Proceed as directed in
§ 141a.2.

(c) Pvrogens. Proceed as directed in
141a.3, except use physiolo.ical salt

solution as the diluent.
(d) Toxicity. Proceed as directed in

§ 141a.4, except use physiological salt
solution as the diluent, and inject 0.25
milliliter of a solution containing 4,000
units per milliliter.

(e) Moisture. Proceed as directed in
§141a.26 (e).

(f) pH. Proceed as directed in
§ 141a.5 (b), using a saturated aqueous
solution prepared by adding 300 milli-
grams per milliliter.

(g) Microscopical test for crystallinity.
Proceed as directed in g 141a.5 (c)

(h) Penicillin G content. Proceed as
directed in § 141a.26 (h), using the fol-
lowing formula for calculating the per-
cent of dibenzylaine penllin G:

t-cthyl ppMdr1lne pcnicilln precipltatex245.5
Percent of dibenzylamino penicillin G= -o-I-

§ 141a.73 Dibenziplamine Penicillin
and potassium penicillin powder, buf-
fered-(a) Total Potency. Proceed as
directed in § 141a.1, using 5 milliliters
of the preparation, reconstituted as di-
rected in the labeling.

(b) Potassium penicillin content. Cen-
trlfuge approximately 10 milliliters of
the reconstituted preparation to obtain
a clear solution and proceed as directed
in § 141a.1, using 5 milliliters of the clear
solution. The potency of the clear solu-
tion is regarded as the potasium penlil-
lin content. The content of potasium
penicillin is satisfactory f It is not less
than 85 percent of that which It is repre-
sented to contain.

(c) Diben-ijlaminc penicillin content.
The difference between the total potency
as determined by paragraph (a) of this
section and the potassium penicillin as
determined by paragraph (b) of this
section represents the amount of diben-
zylamine penicillin present. The con-
tent of dibenzylamine penicillin Is satis-
factory if It Is not less than G5 percent
of that which It Is representcd to con-
tam.

d) Moisture. Proceed as directed m
§141a.26 (e).

§ 141a.74 D~bneylamzne penicillin
and streptomycin in oil, dibenzyamme
penicillin and dil ydrostreptomyczn i=
oil-Ca Potency-Cl) Penicillin content.
Proceed as directed In § 141a.27 (a)
except the last sentence thereof. Its
content of penicilln is satisfactory if it
contains not less than 85 percent of the
number of units per milliliter that it is
reprezented to contain.

(2) Streptomycfn content. Using 1.0
mi1lilter as the test sample, proceed as
directed in § 141a.35 (a) (2). Its con-
tent of streptomycin Is satisfactory if it
contains not less than 85 percent of the
number of milligrams per milliliter that
It is represented to contain.

(3) Dlhydroctreptomycin content.
Usng 1.0 millIliter as the test sample,
proceed as directed in § 141a.35 (a) (3).
Its content of dihydrostreptomycmn is
satisfactory f It contains not less than
85 percent of the number of milligrams
per milliliter that it Is represented to
contain.
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container, or the entire contents of a
single-dose container, in a blending jar
containing sufficient dimethyl forma-
nude (previously adjusted to a pH of
6.5±0.5 with concentrated H-SO) to
give a final volume of 100 milliliters.
Using a high-speed blender, blend the
mixture for 2 minutes and then make
the proper estimated dilutions in a 1.0-
percent phosphate buffer at pH 6.0. The
potency is satisfactory if it contains not
less than 85 percent of the number of
units that it is represented to contain.

(b) Sterility. Proceed as directed in
§ 141a.47 (b)

(c) Moisture. Proceed as directed in
§ 141a.7 (c)

§ 141a.79 Benzathme penicillin G
and procaine penicillin G in oil-(a)
Potency -(1) Total penicillin content.
Proceed as directed in § 141a.73 (a)
The total potency is satisfactory if it
contains not less than 85 percent of the
number of units that it is represented
to contain.

(2) Procaine pencz Ilin content.
Using an appropriate dilution of the so-
lution prepared in subparagraph (1) of
this paragraph, proceed as directed in
§ 141a.32 (b) (3) The procaine pem-
cillin content is satisfactory if it con-
tains not less than 85 percent of the
number of units that it is represented
to contain.

(3) Benzathine penicillin G content.
The benzathine penicillin G content is
the difference between the total pemcil-
]in content as determined in subpara-
graph (1) of this paragraph and the
procaine penicillin content as deter-
mined in subparagraph (2) of this para-
graph. The benzathme penicillin G
content is satisfactory if it contains not
less than 85 percent of the number of
units that it is represented to contain.

(b) Sterility. Proceed as directed in
§ 141a.47 (b)

(c) Moisture. Proceed as directed in
§ 141a.7 (c)

§ 141a.80 Benzathine penicillin G-
procaine penicillin G-streptomyczn in
oil; benzathne penicillin G-procaine
penicillin G-dihydrostreptomycn In
oil-(a) Potency-() Total penicillin
content. Proceed as directed in § 141a.79
(a) (1) The total penicillin content is
satisfactory if it contains not less than
85 percent of the number of units per
milliliter that it is represented to
contain.

(2) Procaine penicillin content. Pro-
ceed as directed in § 141a.79 (a) (2)
The procaine penicillin content is satis-
factory if it contains not less than 85
percent of the number of units per milli-
liter that it is represented to contain.

(3) Benzathine peniciUin G content.
Proceed as directed in § 141a.79 (a) (3)
The benzathme penicillin G content is
satisfactory if it contains not less than
85 percent of the number of units per
milliliter that it is represented to con-
tain.

(4) Streptomyczn content. Using a
representative quantity (usually 1.0 mi-
liliter) of a multiple-dose container, or
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the entire contents of a slngr-e-doe con-
tamer, proceed as directed In § 141a.35
(a) (2). The streptomycin content is
satisfactory if it contains not lezs than
85 percent of the number of milligrams
per milliliter that It is represented to
contain.

(5) Dihydrostreptornyein c o n t e n t.
Using a representative quantity (usually
1.0 milliliter) of a multiple-doze con-
tamer, or the entire contents of a single-
dose container, proceed as dir~cted in
§ 141a.35 (a) (3) The dihydrostrepto-
mycin content is satisfactory if It con-
tains not less than 85 percent of the

number of milligrams per milliliter that
it Is represented to contain.

(b) Stenity. Proceed as directed m
§ 141a.47 (b)

(c) Mofture. Proceed as directed in
§141a.7 (c).

§ 141a.81 Penicillic V (phenoxymethyZ
pcnicillin)-(a) Potency. Proceed as
directed in r 141a.1, except use the pent-
cillin V working standard as the stand-
ard of comparison. If the lodometne
aw--ay method Is used, proceed as directed
in § 141a.5 (d) (1Y except determine the
factor F as the number of milliliters of
0.01 N L absorbed by 1.0 milligram of
penicillin V working standard.

Diffcrence in titers.ep3tncy of FDA panicillin Vrhillng O, tndrd in unito pcr m-111 ;r=~
Units of peniclllln V per millram= woringranr in lter tfltidiinMilhigrmame In 2.0 milliliters tested/.F

(b) Toxicity. Proceed as directed in
§ 141a.4, except use physiological salt so-
lution as the diluent, and inject 0.5 milli-
liter of a solution containing 2,000 units
per milliliter.

(c) Moisture. Proceed as directed in
§ 141a.26 (e)

(d) pH. Proceed as directed in
§ 141a.5 (b) using a saturated aqueous
solution prepared by adding 5 milligrams
per milliliter.

(e) Microscopical test for cristallinfty.
Proceed as directed in § 141a.5 c)

Cf) Penicillin V content. Accurately
weigh approimately 50 milligrams of
the sample, dissolve in absolute meth-
anol, and make to 100 milliliters with

absolute methansl. Determine the ab-
sorbance of the sample at the absorption
peak at 276 ma, using a suitable ultra-
violet spectrophotometer and quartz
cells. Set the instrument to 100-percent
transmission with absolue methanol. If
a recording spectrophotometer is used,
record the ultraviolet absorption spec-
trum from 240-290 mc. If a nonrecord-
Ing spectrophotometer is used, determine
the absorbance (or a solution containing
20 milligrams per 100 milliliters) at the
276 ma absorption peak, using a slit
width of 05 millimeter or less. (The
exact position of the peal: should ba
determined for the particular instrument
used.)

Percent penicillin V= Absorbance; 10.035
M grnsor CeaPiC per103 illuiter'X34'

where 34 Is the E 1% (spcLflc abzorbance) of the pure penicillin V.
I cm.

§ 141a.84 Tablets bcneathine pcnicil-
lin G and penicillin V-(a) Potency-
(1) Total penicillin content. Accurately
weigh 6 tablets and grind them to a fine
powder. Assay this powder by the
icdometric method described In § 141a.5

d)" (1) except in preparing the blank
solution accurately weigh a portion of
the powder equivalent to approx-dmately
200,000 units of penicillin and make a
suspension In 1-percent phosphate buf-
fer, pH 6.0, with a volume of 100 milli-
liters. Shake well, pipette 2.0 milliliters
into a 125-milliter glass-stoppered
Erlenmeyer flask, add 10.0 milliliters of
0.01 N iodine and immediately titrate
with 0.01 N NA 0..Oz In preparing the
solution for inactivation, accurately
weigh a portion of the powder equiva-
lent to 200,000 units of penicillin and
place in a 100-mllilter volumetric
flask. Add 20 milliliters of 0.5 N NaOH
and, mix well. Allow to stand for 15
minutes, then add 10 milliliters of 1.2
N HC1, and make to volume with dis-
tilled water. Pipette a 2.0-milliliter all-
quot into a 125-milliliter gl as-stoppered
Erlenmeyer flask and add 10.0 milliliter.
of 0.01 N iodine. Allow to stand for 15
minutes and then titrate the excez
Iodine with 0.01 N Na:$.Oz. Penicillin G
is used as the standard of comparison.

The total penicillin content is satisfac-
tory if It is not less than 85 percent of
that which it Is represented to contain.

(2) Penicillin V content. Place in a
125-milliliter seporatory funnel an ac-
curately weighed quantity of finely
ground tablet powder equivalent to ap-
pro.dimately 20 milligrams (33,900 units)
of penicillin V. Add 50.0 milliliters of
spectrophotometric grade chloroform
and 1 milliliter of 1:4 .O. Shake well
for 2 minutes. Allow the layers to sep-
arate, filter the lower chloroform layer
through a cotton pledget, and collect the
clear chloroform solution. Datermine
the absorbance of the chloroform solu-
tion at the absorption peak at 276 mt,
using a suitable ultraviolet spetropho-
tometer and 1-centimeter quartz cells.
Set the Instrument to 100-parcent trans-
misslon with chloroform. If a record:n-
spectrophotometer is used, record the
ultraviolet absorption spectrum from
250-290 mi. If a nonrecording spectro-
photometer Is used, the original sample
used should b3 equivalent to approxi-
mately 10 milligrams of penicillin V.
Determine the abzorbance of the solution
at the 276 mg absorption peak. (The
exact position of the peal: should be de-
termined for the particular instrument
used.) Calculate the amount of pem-
cillin V per tablet as follows:
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Penicillin V units per tablet- A276 m&X average weight of each tabletX 1,695,000
Weight of powder takenX2XE 8

where A276 mp-observed absorbance of chloroform solution,
1%.

Zv,=specflc absorbance (E~1-.) of penicillin V standard in chloroform similarly treated.

The penicillin V content is satisfactory
If it is not less than 85 percent of that
which it is represented to contain.

(3) Penicillin G content. The peni-
cillin G content of the batch is the dif-
ference between the total penacillins
determined by the method described in
subparagraph (1) of this paragraph and
the penicillin V content determined by
the method described in subparagraph
(2) of this paragraph. The penicillin G
content Is satisfactory if it is not less
than 85 percent of that which. it is
represented to contain.

(b) Moisture. Proceed as directed in
§ 141a.26 (e)

§ 141a.85 Capsules penicillin V-(a)
Potency. Dissolve the contents of 12
capsules in 1-percent phosphate buffer,
pH 6.0, and proceed as directed in
§ 141a.1, except use the penicillin V
working standard as the standard of
comparison. The average potency of
capsules penicillin V is satisfactory if it
is not less than 85 percent of the number
of units per capsule they are represented
to contain.

(b) Moisture. Use the contents of 4
capsules and proceed as directed in

141a.26 (e)
§ 141a.86 Procaine penzcillin-strepto-

mycmn-polymyxn in oil; procaine pent-
cillin-dihydrostreptomyczn-polymyxzn in
oi--(a) Potency-(1) Penicillin con-
tent. Proceed as directed in § 141a.8 (a)
Its content of penicillin is satisfactory if
it contains not less than 85 percent of
the number of units per milliliter that it
is represented to contain.

(2) Streptomycin content. Proceed
as directed in § 141b.129 (a) (1) of this
chapter, except inactivate the pemcil-
lin in the combined extractives with suf-
ficient penicillinase at 37* C. for 30
minutes. Its content of streptomycin
is satisfactory if it contains not less than
85 percent of the number of milligrams
per milliliter that it is represented to
contain.

(3) Dihydrostreptomycin c o n t e n t.
Proceed as directed in subparagraph (2)
of this paragraph, using the dihydro-
streptomycin working standard as a
standard of comparison. Its content of
dihydrostreptomycin is satisfactory if it
contains not less than 85 percent of the
number of milligrams per gram that it is
represented to contain.

(4) Polymyxzn content. Proceed as
directed in § 141b.112 (b) (1) of this
chapter, with the following exceptions:

(I) In lieu of the directions for the
preparation pf the sample described in
§ 141b.112 (b) (1) (vii) of this chapter,
prepare the sample as follows: Place a
convenient sized representative quantity
of the sample in a separatory funnel con-
taining approximately 50 milliliters of
peroxide-free ether. Shake the sample
and ether until homogeneous. Add 25
milliliters of 10-percent potassium phos-

Sec.
141b.112

141b.113

1,5l1,11,5

phate buffer, pH 6.0, containing 2 grams
of K_ HPO, and 8 grams of KH PO, in 141b.115
each 100 milliliters, and shake. Remove
the buffer layer and repeat the extraction
with 25-milliliter portions of buffer at 141b.116
least three times and any additional
times that may be necessary to insure
complete extraction of the antibiotic.
Combine the extractives and rnactivate 141b.117
the penicillin with sufficient penicillinase
at 370 C, for 30 minutes. Make the
proper estimated dilutions in 10-percent 141b.118
potassium phosphate buffer, pH 6.0, to 141b.119
give a concentration of 10 units per mil-
liliter (estimated) 141b.120

(ii) The standard curve is prepared in
the following concentrations: 6, 7, 8, 9,
10, 11, 12, 13, 14, and 15 units per milliL 141b.121
liter in 10-percent potassium phosphate 141b.122
buffer, pH 6.0. The 10 units per milli-
liter concentration is used as the refer- 141b.123'
ence point. Its content of polymyxin is
satisfactory if it contains not less than
85 percent of the number of units per
milliliter that it is represented to con-
tam. 141b.124

(b) Moisture. Proceed as directed in
§ 141a.8 (b)

141b.125
PART 141b-STREPTOMiYCIN (OR DIHYLRO-

STREPTOlTYCIN) AND STREPTOIuYCIN- (OR
DIHYDROSTREPTO YCIN-) CONTAINING 141b.126
DRUGS; TEsTs AND METHODS OF ASSAY 141b.127

Sec.
141b.101 Streptomycin sulfate, streptomy-

cin hydrochloride, streptomycin
phosphate, streptomycin trily-
drochloride calcium chloride;
potency. 141b.128

141b.102 Streptomycin sulfate, streptomy-
cin hydrochloride, streptomycin
phosphate, streptomycin truhy-
drochlorlde calcium chloride; 141b.129
sterility.

141b.103 Streptomycin sulfate, streptomy-
- cin hydrochloride, streptomycin AuTHo

drochloride calcium chloride; under se
phosphate, streptomycin trihy- Interprel
toxicity. amended

141b.104 Streptomycin sulfate, streptomy-
cin hydrochloride, streptomycin § 1411
phosphate, streptomycin trihy- streptoi
drochloride calcium chloride; micrn p
pyrogens. chloride

141b.105 Streptomycin sulfate, streptomy- Cylinde
cin hydrochloride, streptomycin scribed
phosphate, streptomycin truhy-
drochloride calcium chloride; ter.
histamine. (b) C

141b.106 Streptomycin sulfate, streptomy- that coI
cia hydrochloride, streptomycin by the
phosphate, streptomycin trUay- agar fo
drochloride calcium chloride.

141b.107 Streptomycin ointment, dihyro- Beef ex
streptomycin o in t m e n t; po- Yeast e:
tency. Peptone

141b.108 Dlhydrostreptomycn sulfate, crys- Agar...
talline dihydrostreptomycin sul- Distilled
fate, dihydrostreptomycin by- pH 7.8 t(
drochlorlde. (c)

141b.109 Streptomycin tablets, dihydro- working
streptomycin tablets.

141b.110 Streptomycin for topical use. Food an
141b.111 Streptomycin sulfate solution, dl- tempern

hydrostreptomycin sulfate solu- Which i
tion, crystalline dibydrostrepto- pered v
mycin sulfate solution. nesium

Streptomycin - polymyxin - bacl-
tracin tablets.

Streptomycin syrup, streptomycin
and kaolin in gel, dihydrostrep-
tomycin syrup, dihydrostrepto-
mycin and kaolin in gel; potency,

Streptomycin - bacltracin - poly-
myxin gauze pads.

Streptomycin otic with antifungal
agent, dthydrostrcptomyoin otio
with antifungal agent.

Streptomycin - kaolin - pctln-
aluminum hydroxide gel powder
veterinary, dihydrostroptomy-
cin - kaolin - pectin - aluminum
hydrQxide gel powder veterinary,

Streptomycin for inhalation thor-
apy, dlhydrostreptomyoin for in-
halation therapy.

Dlhydrostreptomycin - streptomy-
cin sulfates.

Streptomycin sulfate oral voterl-
nary.

Streptomycin sulfato powder oral
veterinary; streptomycin sulfate
granules oral veterinary.

Streptomycylidene lsonicotinyl hy-
drazine sulfate.

Dthydrostreptomycin - streptomy-
cin sulfates solution.

-Streptomycin - penicillin sulfon-
amido with kaolin and pectin,
dihydrostreptomycin - peniiel-
lin-sulfonamido with kaolin
and pectin.

Streptomycin hydrochloride solu-
tion oral veterinary; streptomy-
cin sulfate solution oral veter-
nary.

Dlhydrostreptonlycln - streptomv-
cin sulfates with isonlcotinio
acid hydrazide.

Streptomycin-erythromycin oint-
ment.

Streptomycin - chlorthtracycline-
chlorampheniCol-bacitacin den-
tal cement; dihydrostreptonly-
cin - chlortetracycline - chlor-
amplienicol - bacitracin dental
cement.

Streptonycln-sodium sulfathla-
zole solution veterinary; diby-
drostreptomycin-sodium sulfa-
thizole solution veterinary.

Streptonmycin-polymyxin-neoiyel n
ointment: dihydrostreptomyven-
polymyxin-ncomycin ointment.

nTy: §§ 141b.101 to 141b,129 Issliled
c. 701, 52 Stat. 1055; 21 U. S. c, 371.
t or apply see, 507, 60 Stat, 403, aa
I; 21 U. S. C. 357.

b.101 Streptomycin s u lf a t e,
nyczn hydrochloride, strepto-
hosphate, streptomycin trihydro-
calcium chloride; potcncy-(a)

rs (cups) Use cylinders do-
under § 141a.1 (a) of this chap-

!ulture media. Using Ingredients
iform to the standards prescribed
U. S. P or N. F., make nutrient
r the seed and base layers:
tract ------------------ 1.5 gin.
xtract ---------------- 3.0 gm.
-----------.---------- 0.0 gm .

-.-..--.. ..... ---- 15.0gin.
water q. s ----------- 1, 000. 0 ml.
8.0 after sterilization.

Working standard. Keep the
standard (obtained from the

ud Drug Administration) at room
ature In tightly stoppered vials,
n turn are kept In larger stop-
ials containing anhydrous mag-
perchlorate. Dry an appropri-
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ate amount of the working standard as
cescribed in § 141a.5 (a) of this chapter
(the moisture-free working standard has
a potency of 780 micrograms per milli-
gram) Dissolve the weight of dry
working standard obtained in 0.05 M
potassium phosphate buffer (pH 6,0)
Keep this stock solution at a temperature
of about 15 ° C., do not use it later than
30 days after it is made.

(d) Standard curve. Prepare daily in
0.10 M potassium phosphate buffer (pH
7.8 to 8.0) from the stock solution de-
scribed in paragraph (c) of this section,
concentrations of 0.6, 0.7, 0.8, 0.9, 1.0, 1.1,
1.2, 1.3, 1.4, and 1.5 micrograms per mil-
lilter solutions. A total of 27 plates is
-used in the preparation of.the standard
curve, three plates for each solution ex-
cept the 1.0 mcg./ml, solution. The lat-
ter concentration is used as the reference
point and is included on each plate. On
each of three plates fill 3 cylinders with
the 1.0 mcg./ml. standard and the other
3 cylinders with the concentration un-
der test. Thus there will be 81 one m!-
crogram determinations and 9 deter-
minations for each of the other points
on the curve. After the plates have in-
cubated read the diameters of the cir-
cles of inhibition. Average the readings
of the 1.0 mcg./mL concentration and
the readings of the point tested for each
set of 3 plates and average also all 81
readings of the 1.0 mcg./ml. concentra-
tion. The average of the 81 readings of
the 1.0 mcg./mL concentration is the
correction point for the curve. Correct
the average value obtained for each
point to the figure it would be If the 1.0
mcg./mL reading for 'that set of three
plates were the same as the correction
point. Thus, if in correcting the 0.8
unit concentration, the average of the 81
readings of the 1.0 mcg./ml. concentra-
tion is 16.5 mm. and the average of the
1.0 mcg./ml. concentration of this set of
3 plates is 16.3 mm. the correction is 0.2
mm. If the average readings of the 0.8
mcg./mL concentration of these same
3 plates is 15.9 millimeters the corrected
value is then 16.1 millimeters. Plot
these corrected values including the
average of the 1.0 mcg./ml. concentration
on 2 cycle semilog paper using the con-
centration in mcg./ml. as the ordinate
(the logarithmic scale) and the diam-
eter of the zone of inhibition as the
abscissa. Draw the standard curve
through these points. The ten points
selected to determine the curve are ar-
bitrary and should be so chosen that the
limits of the curve will fill the needs of
the laboratory. However, the potency
of the sample under test should fall in
the interval of from 60 percent to 150
percent of the correction point of the
standard curve.

(e) Preparation of sample. Dissolve
volumetrically in sterile, distilled water,
the sample to be tested to make a con-
venient stock solution. Further dilute
this solution volumetrically to contain
100 micrograms of streptomycin base
(estimated) per milliliter. Transfer 1.0
milliliter of this 100 micrograms (esti-
mated) per milliliter solution to a 100-
milliliter flask and make up to volume
with 0.10 M1 potassium phosphate buf-
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fer (pH 7.8 to 8.0) Use this last dilu-
tion in the assay for potency.

(f) Preparatizn of sz"pxcnsion-(1
Preparation of spore suspensions. The
test organism Is Bacillus subtils tAmer-
ican Type Culture Collection C033)
Maintain the test organism on nutrient
agar prepared as described In § 141a.1 i b
(1) of this chapter. Prepare a spore
suspension by one of the following
methods:

(i) Grow the organLm for 1 wck: at
370 C. in a number of Roux bottles each
containing 300 milliliters of nutrient
agar prepared as described in 5 141a.1
(b) (1) of this chapter. Stspend the
spores in sterile distilled watr and hsat
for 30 minutes at 05' C. Wash the spore
supension three times with st:rile dis-
tilled water, heat again for 30 minutes
at 630 C. and resuspend in sterile dis-
tilled water* or

diD Grow the organism for 5 days at
37' C. in a Roux bottle containing 300
millilitcrs of agar medium described in
§ 141a.1 (b) (1) cf this chapter, but
modified by the addition of 300 rilli-
grams of MnSO,-HO per liter. Suspend
the growth in 50 milliliters of sterile
isotonic saline solution, centrifuge, and
decant the supernatant liquid. Recon-
stitute the sediment and heat-shock the
suspension by heating for 30 minutes at
70' C. Maintain the spore suspension
at approximately 15' C. Determine by
appropriate tests the quantity of spore
suspension to be added to each 100 milli-
liters of agar for the secondary layer
that will give sharp, clear zones of inhi-
bition.

(2) Preparation of vegetative suspen-
szon. If a suspension of, the test org, an-
ism is to be used in lieu of the spore
suspensions described in subparagraph
(1) of this paragraph, prepare such
suspension as follows: Using 2.0 milli-
liters of sterile distilled water, wash the
organism from an agar slant (which has
been incubated for 24 hours at 370 C.)
onto the agar surface of a Roux bottle
containing 300 milliliters of nutrient agar
prepared as described in § 141a.1 (b) (1)
of this chapter. Incubate for 24 hours at
370 C. Suspend the resultant growth in
50 milliliters of sterile distilled rater
and homogenize the suspension. Deter-
inme by appropriate tests the quantity
of the vegetativ" suspension to be added
to each 100 milliliters of agar for the
secondary layer that will give sharp,
clear zones of inhibition.

(g) Preparation of plates. Add 21
millliters of agar described In paragraph
(b) of this section to each Petri dish
(20>100 millimeters) Melt the agar to
be used for the secondary layer, cool to
55' to 60' C. and add the spore suspen-
sion prepared in paragraph (f) of this
section. Mix thoroughly and add 4 mil-
liliters to each of the plates containing
the 21 milliliters of the uninoculated
agar. Tilt the plates back and forth to
spread the inoculated agar evenly over
the surface.

(h) Plate assay. Place six cylinders
on the inoculated agar surface so that
they are at approximately 600 Intervals
on 2.8-centimeter radius. Use three
plates for each sample. Fill thrce cylin-
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ders on each plate with the 1.0 mcg.!mL
standard and thrce cylinders with the 1.0
mcg./ml. (estimated) sample, alternat-
lag standard and sample. Incubate the
plates for IG to 18 hours at 370 C. and
measure the diameter of each circle of
inhibition.

U1) Esimatfon of potency. Average
the zone readings of the standard and
average the zone readings of the sample
on the three plates used. If the sample
gives a larger average zone size than the
average of the standard, add the differ-
ence between them to the 1.0 microgram
zone size of the standard curve. If the
average sample value is lower than the
standard value, subtract the difference
btwreen them from the 1.0 microgram
value on the curve. From the curve read
the potencies corresponding to these
corrected values of zone sizes.

(J) Tvrbdfrimetrc assay. In lieu of
the plate assay method described in
paragraph (h) of this section the sample
may be assayed for potency by the fol-
lowing turbidimetric method:

(1) Test culturc and media. Employ
the agar described in paragraph (b) of
this section (adjusted to a final pH 7.0)
for maintaining the test organism, which
is Klebalella, pneumoniae (P. C. T- 602)
noncapzulated. Transfer stock cultures
every 2 weei's for test purposes. Trans-
fer the oranim to fresh agar Jsants and
Incubate overnight at 37' C. Suspend
the grovth from two or three of these
slants In sterile distilled water and add
approximately 5 milliliters of culture sus-
pension to each of two Roux bottles con-
taining the agar described in paragraph
(b) of tbi section. Incubate the bottles
overnight at 37 C., harvest the growth,
end suspend in suflicient sterile distied
water to give a light transmission read-
ing of 65 percent, using a filter at 6,500
Angstrom units in a photoelectric color-
Imeter. Keep the resulting suspension
of orgari-ms In the refrigerator and use
for a period not to exceed 2 weeks. Pre-
pare a daily inoculum by adding 6.0
mlllite of this suspension to each I0
milliiters of the nutrient broth prepared
as directed In § 141a.1 (b) (3) of this
chapter, cooled to a temperature of
approximately 15' C.

(2) 7orl-ing standard soZutions. Add
the amounts tabulated below of a 1,000
micrograms per milliliter solution pre-
pared from the stock solution described
in paragraph (c) of this section to 100-
milliliter volumetric flasks containmng
sterile di-tilled water and brin- to vol-
ume to give the working stock solutions
tabulated below. These 9 flasl mare well
stoppered and maintained at annrox-
mately 150 C. for 1 month. Prepare the
final dilutlons daily by adding 4.2 milli-
liters of each of these 9 working stock
solutions to 9.6 milliIters of sterile dis-
tilled water. Add 1.0 milliliter of each
final dilution to each of six tubes having
an outside dimension of 16 mtuimetersx
125 millimeters (total 54 tubes) Add
0.0 mllllters of inoculated broth de-
scrlbed in subparagraph (1) of this para-
graph to each tube and place immedl-
ately in a 370 C. water bath for 3 to 4
hours. The final concentration of strep-
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tomycin per milliliter of broth is also in-
cluded In the table below.

Final concen-
Amount of Working con- trtion (ml-

standard solu- centration/m], crfgrd$1tio)tion (1,000 ml- (also percent or
crograms/ml.) concentration) of distilledwater and

broth

M1. Micrograms Micrograms
6.0 50 1.8
7.0 70 2.1
8.0 80 2.4
9.0 90 2.7

10.0 100 3.0
11.0 110 3.3
12.0 120 3.6
13.0 130 3.9
14.0 140 4. 2

(3) Preparation of sample. Dilute the
sample under test with sterile distilled
water to contain 100 micrograms per
milliliter (estimated) To 4.2 milliliters
of the sample add 9.6 milliliters sterile
distilled water. Add 1.0 milliliter of this
dilution to each of six 16 millimeter by
125 millimeter tubes (outside dimen-
sion) Add 9.0 milliliters of the inocu-
lated broth described in subparagraph
(1) of this paragraph to each tube and
place immediately in a 37* C. water bath
for 3 to 4 hours. A control tube contain-
ing 1.0 milliliter of distilled water and 9.0
milliliters of the Inoculated broth is sun-
ilarly incubated. After incubation; add
0.5 milliliter of formalin diluted 1:3 to
each tube and read the light transnis-
sion in a photo-electric colonmeter,
using a broad band filter having a wave
length of 5,300 angstrom units.

(4) Estimation of potency. Average
the, light transmission readings for each
concentration of the standard. Plot
these values on cross section paper, em-
ploying average light transmission read-
ings as the ordinate, and streptomycin
concentration per milliliter of broth as
.the abscissa. Prepare the standard curve
by connedting successive points with a
straightedge. Since the final concen-
tration of streptomycin per milliliter of
broth is equivalent to the concentration
per milliliter of the working stock solu-
tion (see table in subparagraph (2) of
this paragraph) the latter concentra-
tions for each concentration level of the
standard may be expressed as percent
and substituted on the abscissa of the
standard curve. If this is done the per-
cent potency of the sample under test
may be read directly from the standard
curve.

Ck) Potency. The potency of strepto-
mycin is satisfactory, when assayed by
the methods described in this section, if
the Immediate containers contain 90 per-
cent of the nunber of grams they are
represented to contain.

§ 141b.102 Streptomyczn s u I f a te,
streptomycin hydrochloride, strepto-
mycin phosphate, streptomycin trihydro-
chloride calcium chloride; sterility. Use
the entire contents of single-dose con-
tainers or the eqivalent of approxi-
mately 0.5 gram (activity) from each
multiple-dose container, and proceed as
directed in § 141a.2 of this chapter, ex-
cept that neither penicillinase nor the
control tube is used in the test for bac-
teria.

§ 141b.103 Streptomycin s u I f-a t e,
streptomycn hydrochloride, streptomy-
cn phosphate, streptomycn trihydro-
chloride calcium chloride; toxicity.
Proceed as directed in § 141a.4 of this
chapter, using as a test dose 0.5 milliliter
of a solution containing 2 mg./ml.

§ 141b.104 Streptomycin sulfate,
streptomyczn hydrochloride, streptomy-
cin phosphate, streptomycin trihydro-
chloride calcium chloride; pyrogens.
Proceed as directed in § 141a.3 of this
chapter, using as a test dose 1.0 milliliter
per kilogram of a solution containing 10
mg./ml.

§ 141b.105 Streptomycin s u I a t e,
streptomyczn hydrochloridg, streptomy-
cn phosphate, streptomycin trihydro-
chloride calczum chloride; histmimne.
Use a healthy adult cat as the test ani-
mal. Determine weight and place under
general anesthesia by employing suffl-
cient (150 mg./kg.) sodium phenobar-
bital administered intraperitoneally.
Surgically expose the right carotid sep-
arating it completely from all surround-
ing structures, including the vagus
nerve, by blunt dissection and cannulate.
Surgically expose the femoral vein.
Start the recording kymograph and In-
spect the tracings for amplitude of ex-
cursion and relitive stability of pressure.
Determine the sensitivity of the ammal
by injecting into the femoral vein stand-
ard solutions of histamine made to con-
tain the equivalent of 1.0 microgram of
histamine base per milliliter. Make in-
jections at not less than 5-minute in-
tervals using doses of 0.05, 0.1, and 0.15
microgram of histamine base per kilo-
gram. Repeat these injections, disre-
garding the firsf series of readings, until
the drop given by equivalent doses of
histamine is relatively uniform. The
fall in blood pressure given by 0.1
mcg./kg. of histamine base (not less than
20 millimeters of mercury) is subse-
quently employed as the standard in
testing samples. The histamine stand-
ard is supplied on request. Inject 3
mg./kg. of the sample of streptomycin
per milliliter maintaining the five-
minute injection schedule. If a signifi-
cant drop is encountered the dose is
repeated after the animal has been re-
tested with the standard histamine. The
animal may be used as long as it re-
mains reasonably stable and responsive
to histamine. The product is satisfac-
tory if the fall in blood pressure obtained
with 3 milligrams of streptomycin per
kilogram of body weight is no greater
than the fall obtained with 0.1 micro-
gram of histamine base per kilogram of
body weight. (Dogs may be substituted
for cats in this test provided the ratio
of the doses of streptomycin and hista-
mine employed is the same.)

§ 141b.106 Streptomycn s u l fat e,
streptom_zcmn hydrochloride, streptomy-
cn phosphate, streptomycin trihydro-
chloride calcium chloride-(a) Moisture.
Proceed as directed in § 141a.5 (a) of tius
chapter.
(b) pH. Proceed as directed in § 141a.5

(b) of this chapter, using a solution with
a concentration of 0.2 gm./ml.

§ 141b.107 Streptomycin ozntment, di-
hydrostreptomycmn ointment; potency-

(a) Streptomycin content. Proceed as
directed in § 141b.101 except paragraphs
(J) and (k) thereof, and In lieu of the
directions in § 141b.101 (e), prepare the
sample as follows:

Accurately weigh the tube and contents
and squeeze approximately to gram Into
a blending jar containing 50 milliliters of
0.10 M potassium phosphate buffer (pH
7.8 to 8.0) Rewelgh the tube to obtain
weight of ointment used in the test.
Using a high-speed blender, blend the
mixture for 3 minutes. Dilute an aliquot
of the mixture to contain 100 micrograms
of streptomycin base (estimated) pet
milliliter. Transfer 1.0 milliliter of this
solution to a 100-milliliter flask and make
up to volume with 0.10 M potassium
phosphate buffer (pH 7.8 to 8.0) Use
this last dilution in the assay for potepcy.
The potency of streptomycin ointment is
satisfactory if it contains not less than
85 percent of the number of micrograms
of streptomycin base per gram It is rep-
resented to contain.

(b) Dihydrostreptomycin co tit en t.
Proceed as directed in paragraph (a) of
this section, using the dihydrostreptomy-
cin working standard as a standard of
comparison. Its content of dihydro-
streptomycin Is satisfactory if It contains
not less than 85 percent of the number
of micrograms of dihydrostreptomyoln
base per gram it is represented to con-
tain.

§ 141b.103 Dihydrostreptomycin sul-
fate, crystalline dihydrostreptomycin
sulfate, dihydrostreptomycin hydro-
chloride-(a) Potency. Using the dl-
hydrostreptomycin working standard as
a standard of comparison, proceed as
directed in § 141b.101 Wi) and (k)

(b) Content of streptomycin sulfate
or streptomycin hydrochloride-(1) Bea-
gents. (1) 10 percent ferric chloride stock
solution. Dissolve 5 grams of FeCLO 1 O
in 50 milliliters 0.1 N HC1.

(ii) 0.25 percent ferric chloride solu-
tion-Dilute 2.5 milliliters of 10 percent
ferric chloride in 0.1 N HC1 to 100 milli-
liters with 0.01 N HC1, Prepare the solu-
tion fresh daily.

(2) Standard curve. Prepare a stock
aqueous solution of the Food and Drug
Administration working standard con-
taimng 1.0 milligram of streptomycin
base per milliliter. Store this standard
solution In the refrigerator and use for
no longer than 2 weeks, Transfer 1.0,
2.0, 3.0, 4.0, and 5.0 milliliters of this
standard solution and 10 milliliters of
distilled water to each of six 25-milli-
liter volumetric flasks. Add 9.0, 8,0, 7.0,
and 6.0 milliliters of distilled water to the
first four tubes, respectively, to give each
a total volume of 10 milliliters. To each
add 2.0 milliliters of 1I N NaOH and then
heat the flasks in a boiling water bath for
10 minutes. Cool the flasks in ice water
for 3 minutes and acidify the solutions
with 2.0 milliliters of 1.2 N HC1. To each
flask add 5.0 milliliters of 0.25 percent
ferric chloride reagent, make to volume
with distilled water, and mix thoroughly.
Transfer the colored solutions to 2.0-
centimeter absorption cells and measure
the percent light transmission at 550 mit
In a suitable photoelectric colorimeter.
Set the colorimeter at 100 percent light
transmission for the zero concentration
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and then obtain the percent light trans-
mission of the sample. Prepare a stand-
ard curve on semilog paper, plotting the
percent light transmission on the
logarithmic ordinate scale and the con-
centration of streptomycin base on the
abscissa.

(3) Procedure. Dilute the contents of
a 1-gram vial to 50 milliliters with dis-
tilled water (dilute vials containing
larger quantities to make solutions
having the same concentration) Trans-
fer a 10-milliliter aliquot of this solution
to a 25-milliliter volumetric flask, add
2.0 milliliters of 1 N NaOH and heat
in a boiling water bath for 10 minutes.
Cool in ice water for 3 minutes and
acidify the solution with 2.0 milliliters of
1.2 N HCl. Add 5.0 milliliters of 0.25
percent ferric chloride reagent. Make to
volume with distilled water. Transfer
the colored solution to a 2.0-centimeter
absorption cell and measure the percent
light transmission at 550 ni ma suitable
photoelectric colorimeter. Set the color-
imeter at 100 percent light transmission
for the zero concentration and then oh-
tam. the percent light transmission of
the sample. The concentration of strep-
tomycin obtained directly from the
standard curve corresponding to the per-
cent light transmission of the sample,
times 500, divided by the total milligrams
per vial obtained by biological assay,
equals the percent of streptomycin.

(c) Sterility. Proceed as directed In
§ 141b.102.

(d) Toxicity, pyrogens, hlstamme,
moasture, PH, crystallinity. Proceed as
directed in -§§ 141b.103, 141b.104,
141b.105, 141b.106, and 141a.5 (c) of this
chapter.

§ 141b.109 Streptomyczn tablets, di-
hydrostreptomycm tablets-(a) Po-
tency-(1) Streptomycin content. Us-
ing 12 tablets, proceed as directed m
§ 141b.101, except paragraphs Qj) and
(k) of that section, and use 0.10 X po-
tassium phosphate buffer (pH 7.8-3.0)
for dissolving the sample in lieu of sterile
distilled water as directed in § 141b.101
(e) The average potency of streptomy-
cm. tablets is satisfactory if it contains
not less than 85 percent of the number of
milligrams it is represented to contain.

(2) Dihydrostreptomyczn content.
Proceed as directed in subparagraph (1)
of this paragraph, using the dihydro-
streptomycin working standard as a
standard of comparison. The average
potency of dibydrostreptomycin tablets
is satisfactory if it contains not less than
85 percent of the number of milligrams it
is represented to contain.

(b) Mozsture. Proceed as directed in
I 141a.5 (a) of this chapter.

§ 141b.110 Streptomycin for topzcal
use-(a) Potency. Proceed as directed
in § 141b.101, except paragraph (k)
thereof. The potency of streptomycin
for topical use is satisfactory if the m-
mediate containers are represented to
contain:

(1) Less than 500 milligrams and con-
tam 85% or more of the number of
milligrams so represented;

(2) More than 500 milligrams and
contain 90% or more of the number of
milligrams so represented.
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Cb) Sterility, toxiciy, pyrogcns, hista-
mine, moisture, PH. Proceed as directed
in §§ 141b.102 to 141b.106.

§ 141b.111 Streptomycin sulfate ,oiu-
tion, dihydrostreptomycin sulfate colu-
tion, crystalline dihydrostreptmycin.
sulfate solution. (a) If itis streptomycin
sulfate solution, proceed as directed in
§§ 141b.101, 141b.102, 141b.104, 141b.105,
and 141b.106 (b), and for the toxicity test
proceed as directed in § 141a.4 of this
chapter, using as a test dosse 0.5 mllliter
of a solution containing 1.5 milligrams
per milliliter.

Cb) If It Is dihydrostreptomycin sul-
fate solution or crystalline dihydrostrep-
tomycin sulfate solution, proceed as
directed in § 141b.108, except in lieu of
the directions In § 141b.108 (b) determine
the streptomycin content as follows:

(1) Preparation of standard. Prepare
a standard aqueous solution of the Food
and Drug Administration streptomycin
working standard containing 0.25 milli-
gram of streptomycin base per milliliter.
Transfer 1.0, 1.5, and 2.0 milliliter all-
quots to test tubes (approximately 16
millimetersX150 millimeters) Add 1.0,
0.5, and 0 milliliter of distilled water to
give a 2.0-milliliter volume.

(2) Preparation of sample. Dilute 1.0
milliliter of the dihydrostreptomycin
sulfate solution to be tested (containing
250 to 500 milligrams of dihydrostrepto-
mycin) to 25.0 milliliters in a volumetric
flask. Transfer 2.0 miiters to a test
tube.

(3) Blankc. Use 2.0 mllliters of dis-
tilled water.

(4) Procedure. To each tube contain-
ing 2.0 milliliters, add, in turn, 8.0 milli-
liters of 0.1 N NaOH (freshly prepared
from 1 N NaOH) mix thoroughly, and
immediately determine the optical den-
sity at 325 mg in a suitable spectropho-
tometer. Set the spectrophotometer at
100-percent light transmission for the
blank similarly treated. Return the
solution to the test tube, heat in a boil-
ing water bath for 10 minutes, cool In
an Ice bath for 3 minutes, and allow to
come to room temperature. Determine
the optical density at 325 m14 The dif-
ference in reading before and after heat-
ing is the optical density of the aliquot.
Prepare a standard curve. The concen-
tration of streptomycin in the sample
solution obtained directly from the
standard curve times 1,250, divided by
the number of milligrams of dihydro-
streptomycin in the original dihydro-
streptomycin solution, equals the percent
of streptomycin.

§ 141b.112 Streptomycin-polmyxin-
bacitracin tablets - (a) Tablets - (1)
Potency-() Streptomycln o n t e n t.
Using 12 tablets, proceed as directed In
§ 141b.109 (a) (1) Its content of strep-
tomycin is satisfactory if it contains not
less than 85 percent of the number of
milligrams that It Is Tepresented to con-
tain.

(1I) Polymyzxin content, Using 12 ad-
ditional tablets, proceed as directed In
paragraph (b) of this section. Its con-
tent of polymyxin is satisfactory If It
contains not less than 85 percent of the
number of units that it is reprezented to
contain.
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(I) Bacitracn content. Using an
aliquot of the solution prepared under
subdivision (i) of this subparagraph,
proceed as directed in § 141e.403 (a) of
this chapter, except the last sentence of
that paragraph and except that sufficient
seml-carbazide 0.5 percent solution (pH
6.5-7.0) is added to inactivate (1 hour at
room temperature) the streptomycin
contained in the solution. Its content of
bacitracin is satisfactory if it contains
not less than 85 percent of the number of
units that it is reprezented to contain.

(2) Moisture. Proceed as directed in
§ 141a.5 (a) of this chapter.

(b) Polimyxin. used in mating the
tablets-l) Potency-) Cylinders
(cups). Use cylinders described under
§ 141a.1 (a) of this chapter.

(WI) Culture medium. Using Ingredi-
ents that conform to the standards pre-
scribed, if any, by the U. S. P. or N. F.,
make nutrient agar for the seed and base
layers:

(a) Bae layer.
Pancreatlc dget of cn-nelu___ 17. 0 gn.
Papatc dige-zt of coybean .... . 0 gm.
Codium chlorldo ....... 5. 0 gn.
Dpot-'=m u phcphate_____. 2.5 GM.
D--t-o-o 2. 5 gn.
Agar 20. 0 gn.
DLUtl1ed water, q. s__ 1, Oo. 0 Ml.
ina1 pH......... -- 7.3.

(b) Seea layer. For seed layer make
the following changes in the medium de-
scribed in (a) of this subdivision.
Age 12. 0 gni.
Tt7een ED (add Teen 80 after

boiling) 1o.ogm.Fina pEL.. .. 7.3s.
In lieu of preparing the medium from
the individual ingredients as specified,
It may be prepared from a dehydrated
mixture which, when reconstituted with
distilled water, has the same composition
as such medium. Minor modifications
of the specified individual ingredients
are permissible if the resulting medium
pozsesses growth-promoting properties
at least equal to the medium described.

(III) Working standard. Weigh out
a sufficlent quantity of the working
standard (obtained from the Food and
Drug Administration) and make a 10,000
units per milliliter stock solution by di-
luting with 1-percent phosphate buffer,
pH 6.0. This solution may be used for 2
wee Is If kept in the refrigerator.

(iv) Standard curve. Prepare daily a
standard curve as directed in § 141b.101

d) with the following exceptions: Using
, solution of the polymyrdn worin

standard in 1-percent phosphate buffer,
pH 6.0, prepare volumetrically the fol-
lowing concentrations: 60, 70, 80, 90, 110,
110, 120,130, 140, and 150 units per milli-
liter In 1-percent phosphate buffer, pH
6.0. The 100 units per militer is used
as the reference point.

(v) Preparatfo of test organs.
The teat organim is Brucella bronchi-
septica (American Type Culture Collec-
tion 4017) which is maintained on agar
described under subdivision (i) (a) of
this subparagraph. Inoculate a Roux
bottle containing this agar, subdivision
(iI) (a), from a stock slant and incubate
24 hours at 320 C.-35' C. Wash the
growth into sterile distilled water and
standardize the resulting organism sus-
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pension to 50-percent light transmission
using a filter having a wave length of.
6,500 A. Run test plates, and use in the
assay the amount of inoculum per 100
milliliters of seed agar which gives (ca)
15.0-millimeter zones of inhibition
against the test organism with the 100
units per milliliter solution of polymyxin.
Make a new suspension every two weeks.

(vi) Preparation of plates. Using the
agar described in subdivision (it) of this
subparagraph, prepare the plates as de-
scribedin § 141b.101 (g), except allow the
agar for the secondary layer to cool to
48 C.-50V C. before adding the inoculum.
It is not necessary to refrigerate the
plates.

(vii) Assay. Dissolve volumetrcally
into sterile 1-percent phosphate buffer,
pH 6.0, the sample to be tested to a final
concentration of 100 units (estimated)
per milliliter, and proceed as directed in
§ 141b.101 (h) and (i)

(2) Toxicity. Proceed as directed m
§ 141a.4 of this chapter, using 0.5 milli-
liter of a solution prepared by diluting
the sample to approximately 1,200
units per milliliter with physiological salt
solution.

§ 141b.113 Streptomyczn syrup, strep-
tomycin and kaolin in gel, dihydrostrep-
tomycin syrup, dihydrostreptomycm and
kaolin in gel; potency. Proceed as di-
rected in § 141b.101, except paragraph
(k) thereof, and except if it is dihydro-
streptomycin use the dihydrostreptomy-
cin working standard as a standard of
comparison. Its potency is satisfactory
if it contains not less than 85 percent of
the number of milligrams of streptomy-
cm or dibydrostreptomycin per milliliter
that it as represented to contain.

§ 141b.114 Streptomycm-bacitracm-
polymyxin gauze pads-(a) Potency.
Proceed as directed in § 141b.112 (a) (1)
except soak the sample for not less than
1 hour with frequent agitation.

(b) Sterility. Using individual pads
proceed as -directed in § 141b.102. This
method will demonstrate only those or-
ganisms which are not susceptible to
these concentrations of streptomycin,
bacitracm, and polymyxm.

(c) Moisture. Proceed as directed in
§ 141a.5 (a) of tis chapter.

§ 141b.115 Streptomycin otic with an-
tifungal agent, dihydrostreptomyczn otic
with antifungal agent-Ca) Potency.
Proceed as directed in § 141b.101, except
paragraph (k) thereof, and if it is di-
hydrostreptomycin otic with antifungal
agent use the dihydrostreptomycin work-,
lug standard as a standard of compari-
son. Its potency is satisfactory if it
contains not less than 85 percent of the
number of milligrams of streptomycm
or dihydrostreptomycin per milliliter
that it Is represented to contain.

(b) pH. Proceed as directed in § 141a.5
(b) of this chapter, using the undiluted
solution or suspension.

§ 141b.116 Streptomycm-kaolin-pec-
tin-aluminum hydroxide gel powder
veterinary, dihydrostreptomycin-kaolin-
pectin-alumznum hydroxide gel powder
veternary-(a) Potency-l) Strepto-
mycin content. Using 3.0 grams of the
sample, proceed as directed in § 141b.101,
except paragraph (k) -of that section.

Its potency is satisfactory if it contains
not less than 85 percent of the number
of milligrams of streptomycmit is repre-
sented to contain.

(2) Dihydrostreptomcin c o n t e n t.
Proceed as directed in subparagraph (1)
of this paragraph, using the dihydro-
streptomycin working standard as a
standard of comparison. Its potency is
satisfactory if it contains not less than
85 percent of the number of milligrams
of dihydrostreptomycm it is represented
to contain.

(b) Moisture. Proceed as directed in
§ 141a.5 (a) of this chapter.

§ 141b.117 Streptomycin for znhala-
tion therapy, dihydrostreptomycin for
inhalation therapy-(a) Potency-l)
Streptomycn content. Proceed as di-
rected in § 141b.101, except if it is pack-
aged with inert gases proceed as follows:
Use not less than 6 immediate contain-
ers. Place one-half the number of such
containers in a suitable sharp freezing
unit having a temperature not higher
than -30* C. After freezing, cut open
the containers and transfer the contents
of each to a suitable beaker and allow
gas to evaporate. After gas has evapo-
rated, wash and dry the residue remain-
ing in the container into the beaker with
sterile distilled-water, after which wash
the entire contents of the beaker into a
500-milliliter volumetric flask and make
to mark with sterile distilled water,
Use an appropriate aliquot of each of
these solutions and proceed as directed
in § 141b.101 to determine the average
total quantity of streptomycin in each
container. Expel the drug from each of
the remaining containers as directed in
its labeling. After all gas (with drug)
has been expelled, cut open the contain-
ers and place each in a large beaker
containing 500 milliliters of sterile di-
tilled water. Let stand for not less than
15 minutes, with frequent agitation.
Remove an aliquot and proceed as di-
rected in § 141b.101 to determine the
quantity of streptomycin that remains in
each container. The quantity of strep-
tomycin expelled is determined by sub-
tracting the average amount of the
residue found from the average total
amount contained in the containers. Its
potency is satisfactory if it contains not
less than 90 percent, or 85 percent if it is
packaged with inert gases, of the num-
ber of milligrams of streptomycin that
it is represented to contain.

(2) Dihydrostreptomycin c o n t e n t.
Proceed as directed in subparagraph (1)
of this paragraph, except use the dihy-
drostreptomycin working standard as a
standard of comparison. Its potency is
satisfactory if it contains not less than
90 percent, or 85 percent if it is packaged
with inert gases, of the number of milli-
grams of dihydrostreptomycin that it is
represented to contain.

(b) Unless it is packaged with inert
gases, toxicity, histamine, moisture,.pH,
streptomycin content (if it is dihydro-
streptomycin) crystallinity (if it is
crystalline dihydrostreptomycn) Pro-
ceed as directed in §§ 141b.103, 141b.105,
141b.106, 141b.108 (b), and 141a.5 (c) of
this chapter.

(c) If it is packaged with inert gases,
moisture. Proceed as directed in 141a.7

(c) of this chapter, but in lieu of the
directions for preparing the sample In
§ 141a.7 (c) (3) of this chapter prepare
the sample and calculate as follows:
Freeze the container as described in par-
agraph (a) of this section. After freez-
ing, open the container and remove a
representative 10-milliliter ali q u o t,
Place this sample in a dry titrating ves-
sel, Immediately add an excess of .9arl
Fischer reagent, and back-titrate with
water-methanol solution until the end-
point is reached.

Percent molsturo= (vt-V 2Y) eoW

§ 141b.118 Dihydrostreptomyoln-
streptomycin sulfates-(a) P o t e n a V.
Proceed as directed in § 141b.108 (a)
Its total potency Is satisfactory if It con-
tams not less than 90 percent of the
combined number of milligrams of di-
hydrostreptomycin and streptomycin
that it is represented to contain.

(b) Content of streptomycin sulfate.
Proceed as directed In § 141b.108 (b),
making appropriate dilutions so that the
aliquot used for the colorlmetric meas-
urement contains 5.0 milligrams of
streptomycin (estimated) and modify
the calculations In accordance with the
dilutiont made. Its content of strepto-
mycin is satisfactory If it contains not
less than 45 percent and not more than
55 percent of the total potency as de-
termined under paragraph (a) of this
section.

(c) Sterility, toxicity, pyrogens, his-
tamine, moisture, pH. Using the total
potency of the sample for preparing di-
lutions and weighings, proceed as di-
rected In §§ 141b.102, 141b.103, 141b.104,
141b.105, and 141b.106.

§ 141b.119 Streptomycin sulfate oral
veterinary-Wa) Potency. Proceed as
directed in § 141b.101.

(b) Toxicity. Proceed as directed In
§ 141b.103.

(c) Moisture. Using a 1-gram sam-
ple, proceed as directed in § 141a.5 (a)
of this chapter.

(d) pH. Proceed as directed In
§ 141b.106 (b)

§ 141b.120 Streptomycin sulfate pow-
der oral veterinary; streptomycin sulfate
granules oral veterinary-a) Potency.
Proceed as directed in § 141b.101. Its
content of streptomycin is satisfactory if
it contains not less than 90 percent of
the number of milligrams of streptomy-
cin per gram It Is represented to contain.

(b) Moisture. Using a 1-gram sam-
ple, proceed as directed in § 141a.5 (a)
of this chapter.

§ 141b.121 Streptomycylidenc isonico-
tinyl hydrazine sulfate-a) Potency-
(l) Streptomycin content. Dilute the
sample with hydrochloric acid solution
pH 1.5 to 1,000 micrograms per milliliter
(estimated streptomycin activity) Heat
at 500 C. for 30 minutes, cool rapidly and
proceed as directed in § 141b.101. The
streptomycin potency of streptomycy-
lidene isonicotinyl hydrazine sulfate Is
satisfactory if the Immediate containers
contain 90 percent of the streptomyoin
activity they are represented to contain.

(2) Isonicotinic acid hydrazfde con.
tent-l) Reagents. (a) 0.1 N KBrO,-
KBr solution: Dissolve 3 grams of IBrOl
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and 15 grams of KBr in sufficient water
to make 1,000 milliliters.

(b) Concentrated hydrochloric acid.
(c) 20-percent potassium iodide solu-

tion.
(d) 0.05 N Na:S.O (accurately stand-

ardized against KIO.)
(ii) Preparation of sample. Place an

accurately weighed sample of approm-
mately 250 milligrams or an aliquot of a
solution containing 250 milligrams of
streptomycylidene isomcotinyl hydrazine
sulfate into a 250-milliliter iodine flask.
Add sufficient water to give a volume of
25 milliliters.

(iii) Blank. Add.25 milliliters of dis-
tilled water in a 250-milliliter iodine
flask.

(iv) Procedure. To each iodine flask
containing the sample and blank, add 25
milliliters of 0.1 N KBrO3-KBr solution
and 5 milliliters of concentrated HCl.
Stopper the flasks, and place distilled
water in the wells around the stopper.
Allow the flasks to stand for 15 minutes
at room temperature, and then add 5
milliliters of 20-percent potassium iodide
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solution to each flask. Titrate the lib-
erated Iodine with 0.05 N Na,.O, using
starch as an indicator.

v) Calculations.
Percent isonlcotinic acid hydrazlde=(B-S) xrNJ' 3429

where:
B= milliliters of Na.SO required for tho

blank.
S= milliliters of NlAqO, requircd for tho

sample.
N= normality of the NaSO
W= milligrams of sample.

Cb) Extinction coefficient. A cc u-
rately weigh approximately 100 milli-
grams of the sample, dissolve in distilled
water, and make to 100 milliliters.
Dilute a 5-milliliter aliquot of this solu-
tion to 10o milliliters, allow to stand at
room temperature for 15 minutes, and,
using a suitable spectrophotometer, de-
termine the optical density of the solu-
tion in a 1-centimeter cell at 20 mll-
microns compared with distilled water as
a blank.

I percent (optical density) (20.000)
E1 centimeter -weight of sample mill

(c) Toxicity. Proceed as directed
under § 141aA of this chapter, using as a
test dose 0.5 milliliter of a solution con-
taming 1,000 micrograms of streptomy-
cm activity per milliliter.

(d) Sterility. Proceed as directed
under § 141a.2 of this chapter, using the
equivalent of approximately 0.5 gram
streptomycile activity, except t h a t
neither pemcillinase nor the control
tube is used m the test for bacteria.

(e) Pvrogens, histamine, moisture, pH,
and crystallinity. Proceed as directed
under §§ 141b.104, 141b.105, 141b.106,
and 141a.5 (c) of this chapter.

§ 141b.122 DihYdrostreptomycm-strep-
tomycmn sulfates solution--(a) Combined
Potency of dihydrostreptomyctn and
streptomyczn; content of streptomycmn.
Proceed as-directed m § 141b.118 (a) and
(b)

Cb) Sterility, toxicity, pyrogens, his-
tamine. Proceed as directed in
§§ 141b.102, 141b.103, 141b.104, and
141b.105.

(c) pH. Using the undiluted solu-
tion, proceed as directed in § 141a.5 (b)
of this chapter.

§ 141b.123 Streptomycin - penicillin-
sulfonamide with kaolin and pectin,
dihydrostreptomyczn-pentcillin-sulfona-
mide with kaolin and pectin-Ca) Po-
tency-l) Streptomycin content. Pro-
ceed as directed in § 141b.101. Its po-
tency is satisfactory if it contains not
less than 90 percent of the number of
milligrams of streptomycm it is repre-
sented to contain.

(2) Dihydrostreptomycz c o n t e n t.
Proceed as directed n subparagraph (1)
of this paragraph, using the dihydro-
streptomycin working standard as a
standard of comparison. Its potency 2s
satisfactory if it contains not less than
90 percent of the number of milligrams
of dihydrostreptomycm it is represented
to contain.

(3) Penicillin content. Proceed as di-
rected ir § 141a.1 of this chapter. Its

potency is satisfactory if it contains not
less than 90 percent of the number of
units of penicillin it Is reprezented to
contain.

(b) Moisture content. Proceed as di-
rected in § 141a.5 (a) of this chapter.

c) PH. Prepare the suspension as
directed in the labeling of the drug and
proceed as directed in § 141a.5 (b) of
this chapter.

§ 141b.124 Streptomnycin-hydroehlo-
ride solution oral veterinary; strcptomy-
czn sulfate solution oral veterlnary-a)
Potency. Proceed as directed In E 141b.-
101. Its potency is satisfactory If It con-
tains not less than 90 percent of the
number of milligrams of streptomycin
per milliliter that It is represented to
contain.

(b) Toxicity. Proceed as directed In
§ 141b.103.

c) PH. Proceed as directed in
§ 141b.106 b)

§ 141b.125 Dihydrostreptomycin-
streptomycin sulfates with isoncotinlc
acid hydrazzde-(a) Total potency-(1)
Preparation of sample-(i) Reagen t-
(a) Benzaldehyde. Boiling point 75-7GO
Q/16 millimeters;

b) Acetone. Reagent grade.
(ii) Apparatus. An extraction funnel

is prepared by fusing a ground-glass
stopper to the top of a medium porosity
sintered-glass filter funnel (30-millime-
ter diameter)

(iii) Procedure. The entire sample Is
quantitatively transferred to the funnel
as follows: Pour the dry sample into the
funnel. Wash any material remaining
in the bottle with three 5.0-milliliter
portions of benzaldehyde, placing the
washings into the funnel Stopper the
funnel and shake occasionally for 3 min-
utes. Filter off the benzaldehyde by
vacuum. Repeat the shaking with two
more 15-milliliter portions of benzalde-
hyde, discarding all benzaldehyde Ill-
trates. Wash the residde in the funnel

with about 10 milliliters of acetone, dis-
carding the acetone filtrate. Dissolve
the streptomycin and dihydrostreptomy-
cin In the funnel with about 25 miniliters
of water and transfer the solution to a
500-milliliter volumetric flask Wash
the funnel with water and transfer the
washings to the volumetric flas!L Fi-
nally, wash the funnel with water by fl-
tering the water by vacuum and add the
filtrate to the volumetric flask. Dilute
the sample to 500 milliliters with distilled
water, then proceed as directed m
§ 141b.101 () usl- the dihydrostrepto-
mycn working standard as the standard
of comparison. The total potency is
satisfactory if It contains not less than
90 percent of the combined number of
milligrams of dihydrostreptomycin and
streptomycin that It is represented to
contain.

(b) Content of streptomycm sulfate.
Using an aliquot of the solution prepared
as directed in paragraph (a) of this
section, proceed as directed In § 141b.103
(b), making appropriate dilutions so
that the aliquot ultimately used for the
colorimetric measurement contains 5.0
milllgrams of streptomycin (estimated)
and modify the calculations in accord-
ance with the dilutions made. Its con-
tent of streptomycin is satisfactory if it
contains not less than 45 percent and
not more than 55 percent of the total
potency as determined under paragraph
(a) of this section.

(C) Isonleotinie acid hydrazide con-
tent. Proceed as directed under § 141b.-
121 (a) (2)

Cd) Sterility, pyrogens, hzstamine,
moisture, pH. Using the total potency
of the sample for preparing dilutions
and welghings, proceed as directed in
§§ 141b.102, 141b.104, 141b.105, and
141b.106.

(e) Toxicity. Proceed as directed un-
der § 1la.4 of this chapter, usinT as a
test doze 0.5 milliliter of a solution con-
taining 1,000 micrograms of total activ-
ity per milliliter.

§ 141b.126 Streptomycrn-erythromy-
cin ointment-a) Ointment-C() Po-
tency--i) Streptomycin content. Pro-
cced )a- directed in § 141b.101 (a)
through (1) except prepare the sample
as follows: Place a representative quan-
tity of the ointment (usually an entire
container) in a blending Jar containing
approximately 225 milliliters of chloro-
form. Using a high-speed blender,
blend the mixture for 3 minutes. Trans-
fer the blended material to a large
Buchner funnel (at least 10 centimeters
in diameter) fitted with a highly reten-
tive filter paper and attached to a.
vacuum line. Apply vacuum long
enough to insure removal of chloroform
from the filter cake. Place the filter
cake and the paper In a blending jar
containing 250 milliliters of 0. Mf phos-
phate buffer, pH 8.0, and blend for 10
minutes. Filter the blended material
through a fast, porous, filter paper.
Dilute the filtrate to obtain a solution for
assay containing 1.0 micro=m per
milliliter. Its content of streptomycin is
satisfactory if It contains not less than
85 percent of the number of milligrams
per gram that it is represented to con-
tain.
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(ii) Erythromycin content-a) cyl-
zrders (cups) Use cylinders described
under § 141a.1 (a) of this chapter.

(b) Culture media. Prepare the cul-
ture media for the base and seed layers
and for carrying the test organism as
directed in § 141a.1 (b) (1) of this chap-
ter, except for the base and seed layers
adjust the media to pH 8.0 after sterili-
zation. Make the nutrient broth for
preparing an moculiin of the test or-
ganism as directed in § 141a.1 (b) (3) of
this chapter.

(c) 'Working standard. Keep the
working standard at refrigeration in
tightly stoppered vials, which in turn are
kept in larger stoppered vials containing
a suitable desiccant. Dry 30 to 50 milli-
grams of thp standard as described in
§ 141a.5 (a) of this chapter. Dissolve
the weight of dry working standard in
sufficient methyl alcohol to give a con-
centration of 10,000 micrograms per mil-
liliter. Further dilute with 0.1 M potas-
sium phosphate buffer, pH '7.8 to 8.0, to
give a stock solution of 1,000 micrograms
per milliliter. This stock solution may
be kept under refrigeration for 1 week.

(d) Standard curve. Using the work-
ing-standard stock solution, prepare a
standard curve as directed in § 141b.101
(d)

(e) Preparation of spore suspension.
The test organism is Sarcma lutea
(P C. X. 1001) Maintain the test or-
ganism on slants of nutrient agar de-
scribed in (b) of this subdivision and
transfer to a fresh agar slant once a
week. Prepare a suspension of the test
organism as follows: Streak an agar
slant heavily with the test organism.
Wash the growth off in about 3 milli-
liters of nutrient broth described in (b)
of this subdivision. Use the suspension
so obtained to inoculate the surface of a
Roux bottle containing 300 milliliters
of the nutrient agar. Spread the sus-
pension over the entire surface with the
aid of sterile glass beads. Incubate for
24 hours at 260 C. Wash the growth
from the agar surface with-20 milliliters
of nutrient broth described in (b) of
this subdivision. If an aliquot of this
bulk suspension, when diluted with nu-
trient broth 1.10, gives a 10-percent
light transmission in a suitable photo-
electric colorimeter equipped with a fil-
ter having a wave length of 6,500 Ang-
strom units, it is satisfactory for use. It'
may be necessary to adjust the bulk
suspension by dilution, so that-an ali-
quot of the adjusted suspension diluted
1:10 gives 10-percent light transmission.
(The adjusted bulk suspension only, and
not the 1:10 dilution of it, is used in pre-
paring the seed layer.) The bulk sus-
pension may be used in the test for 2
weeks.. Add 0.3 milliliter of the adjusted
bulk suspension to 100 milliliters of agar
described in (b) of this subdivision,
which has been melted and cooled to
480 C.

(W Preparation of plates. Add 21 mil-
lIliters of the agar prepajred. in (b) of
this subdivision to each Petri dish (20
mm. x 100 mm.) Distribute the agar
evenly in the plates and allow it to
harden. Use the plates the same day
they are prepared. Add 4.0 milliliters
of the noculum prepared under (e) of
this subdivision to each plate, tilting the
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plates back and forth to spread the in-
oculated -agar evenly over the surface.

(g) Assay. Place a representative
quantity of the ointment (usually ait en-
tire container) in a blending jar contain-
ing approximately 225 milliliters of
polyethylene glycol. Using a high-
speed blender, blend the mixture for 10
minutes and filter through a Buchner
filter. Dilute the filtrate to 1.0 micro-
gram per milliliter (estimated) in 0.1 N
potassium' phosphate buffer, pH 8.0, and
proceed as directed in 9 141b.101 (h) and
(i) except that the incubation tempera-
ture is 320 C. to 350 C.
Its content of erythromycin is satisfac-
tory if it contains not less than 85 per-
cent of the number of milligrams per
gram that it is represented to contain.

(iii) Moisture. Proceed as directed in
§ 141a.7 (c) of this chapter.

(b) Erythromycan ,used in making the
ozntment-(l) Moisture. Proceed as di-
rected ra § 141a.26 (e) of this chapter.
Use the value obtained to calculate the
weighed samples used in this paragraph.

(2) Potency. Proceed as directed in
paragraph (a) (Dl (I!) of this section,
except in the preparation of the solution
of the sample dissolve 40 milligrams (as
the anhydrous compound) in a small
amount of methyl alcohol and then fur-
ther dilute in 0.10 M potassium phos-
phate buffer, pH 8.0, to make a solution
containing 1.0 microgram per milliiter
(estimated)

(3) Toxzcity. Proceed as directed in
§ 141d.305 (b) of this chapter, except
admimster orally to each mouse 1.0 milli-
liter of a suspension of the drug contain-
ing 30 milligrams per milliliter.

(4) pH. Using a saturated aqueous
solution (100 milligrams per milliliter)
proceed as directed in § 141a.5 (b) of this
chapter.

(5) Color-identity test. D i s s o I v e
about 3 milligrams of the sample in 2
milliliters of acetone and add an equal
volume of concentrated hydrochloric
acid. A rapid color development takes
place beginning with orange, changing
to red, and finally resulting in a deep
purple. Shake with 2 milliliters of chlo-
roform. A portion of the purple color
extracts into the chloroform layer,

§ 141b.127 Streptomypn-chlortetra-
cycline-chloramphenzcol-bacitracin den-
tal cement; dihydrostreptomyczn-chlor-
tetracycline-chloramphenzcoZ-bacitraczn
dental cement-(a) P 0 t e n cy-(1)
Streptomycn or dihydrostreptomycin
content-(i) Reagents. (a) Sodium
nitroprusside solution, 10 percent (w/v)

(b) Potassium ferricyanide solution,
10 percent (w/v)

(c) Sodium hydrqxide solution, "10
percent (w/v)

(d) Oxidized nitroprusside solution.
Mix equal volumes of the 10-percent
sodium nitroprusside, 10-percent-potas-
sium ferrmyamde, and 10-percent sodi-
um hydroxide solutions in the order
named. A deep-red color is formed
which changes to a yellow green after
standing at room temperature for ap-
proximately 15 minutes. Dilute 1.0 milli-
liter of this yellow-green solution with
water to 100 milliliters and shake. This
is the oxidized nitroprusside solution to

be used in the test. It should be pre-
pared fresh daily. Each of the 10-poer-
cent solutions described is stable for at
least 2 months when stored in ambor
bottles.

(e) 0.3 percent piperldine in acetone.
(f) Aectone.
(ii) Preparation of standard. Pro-

pare aqueous solutions of the working
standards of streptomycin or dihydro-
streptomycin containing 0.2 milligram
per milliliter. Transfer 1.0, 2.0, 3.0, 4.0,
5.0, 6.0, and 7.0 milliliter portions to small
flasks. Add sufficient water to give each
a 10-milliliter volume.

(Ill) Preparation of sample. Place in
accurately weighed portion of approxi-
mately 700 milligrams of the dental ce-
ment in a sintered-glass filter funnel and
wash with three successive 5-milliliter
portions of 0.3-percent piperldine in ace-
tone. Remove any residual piperldine
with two 5-milliliter portions of acetone
and suck dry with vacuum. TO the resi-
due on the filter add 10 milliliters of dis-
tilled water and 10 milliliters of the
oxidized nitroprusside solution. Shako,
and after 6 minutes filter and read the
color as directed below.

(lv) Blank. Ilse 10 milliliters of dis-
tilled water.

(v) Procedure. To each flask con-
taining 10 milliliters of the standard and
blank add 10 milliliters of the oxidized
nitroprusside solution and allow the
color to develop at room temperature for
6 minutes. Determine the optical den-
sity of each of the standard solutions
and the sample at 490 millimicrons,
using a suitable spectrophotometer.
The blank is used to set the Instrument
to zero optical density. The orange-red
color produced is stable for 0 minutes,
Prepare a standard curve on coordinate
graph paper, plotting the optical density
on the ordinate scale and the concen-
tration of streptomycin or dihydrostrep-
tomycin base on the abscissa. For the
sample, the optical density found Is used
to obtain the concentration of strepto-
mycin or dihydrostreptomycin directly
from the standard curve. To obtain the
potency of the sample, multiply the con-
centration found by the appropriate fac-
tors in accordance with the dilutions
made. Its content of streptomycin or
dihydrostreptomycin is satisfactory if It
contains not less than 85 percent of the
number of milligrams that it Is repre-
sented to contain.

(2) Chlortetracycline content-() o-
agents. Mix 8 volumes of 20-percent
(w/v)KHPO, with 1 volume of 20-per-
cent (w/v)KHPO4.

(i) Apparatus. (a) A Coleman elec-
tronic photofluorometer (Model 12) or a
similar instrument, equipped with filter
b-1 for incident light and filter b-2 for
emitted fluorescence.

(b) Matched 18 x 150-millimeter Py-
rex test tubes.

(iit) Preparation of standards. (a)
Prepare the fluorometrlo standard by
dissolving ,0 milligrams of U. S. P
quinine sulfate in 1 liter of 0.1 N 31SO4.
Dilute 5 milliliters of this stock standard
to 200 milliliters with 0.1 N 1S204. Stora
these standards in the dark.

(b) Prepare solutions of the chlortet-
rhcycline hydrochloride working stand-
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ard to contain 5, 10, and 20 Micrograms
per 10 milliliters.

(iv) Procedure. Using the diluted
quinine standard, set the fluorometric
reading at 35.0. Make a homogenous
slurry of 500 milligrams of the dental
cement in 500 milliliters of water. Place
a 10-niiiter portion of the slurry an one
of the matched test tubes and add 2.0
milliliters of the buffer reagent. Centri-
fuge for 3 minutes at 3,000 r. p. m. and
immediately read the blank fluorescence
of this solution. Stir the solution and
heat on a steam bath for 5 minutes.
Cool, and wipe the inside surface of the
test tube with a swab of glass wool.
Centrifuge for 5 minutes at 3,000 r. p. m.
and read the fluorescence within 1 hour.
Subtract the initial blank fluorescence
reading. Calculate the chlortetracycline
content by reference to a standard curve
prepared by treating the chlortetra-
cycline standard solutions n a similar
fashion. It is not necessary to centrifuge
the standard solutions. Its content of
chlortetracycline is satisfactory if it con-
tams not less than 85 percent of the
number of milligrams that it is repre-
sented to contain.

(3) Chloramphenicol c o n t e n t-(i)
Reagents. (a) Ethyl acetate.

(b) Sodium hydrosulfite.
(c) 0.1 N NaOH.
(d) 5-percent NaNO,.
(e) Concentrated HCI.
() 5-percent-ammonium sulfamate.
(g) 0.5-percent N(1-naphthyl) ethyl-

enediamine dihydrochlornde.
(ii) Standard. Prepare the standard

by dissolving 20 milligrams of chlor-
amphemcol working standard in 500
milliliters of water.

(iii) Procedure. Place 500 milligrams
of the dental cement an a 50-milliliter
volumetric flask and add 25 milliliters of
ethyl acetate. Heat to boiling on a steam
bath. Cool and dilute to mark with
ethyl acetate. Centrifuge, and place 15
milliliters of the clear solution an a 100-
milliliter volumetric flask. Evaporate to
dryness on a steam bath with the aid of
a stream of compressed air. Dissolve
the residue an a 3-milliliter portion of
0.1 N NaOH, add 25 milligrams of sodium
hydrosulfite, and let stand at room tem-
perature for 15 minutes. Add 0.5 milli-
liter of 5-percent NaNG, and 5 to 10
drops of concentrated HCl. After 2 min-
utes, add 1 milliliter of ammomum sul-
famate. Wait 2 minutes and add 0.5
milliliter of N(1-naphthyl) ethylenedia-
mine dihydrochlonde. Make to 100
milliliters and after 2 hours read the ab-
sorbance at 558 millimicrons in a 2-cen-
timeter cell against a reagent blank,
using a suitable spectrophotometer. To
4.0, 5.0, and 6.0 milliliter portions of the
standard chloramphemcol solution add
3 milliliters of 0.1 N NaOH and proceed,
as above, beginning with the addition of
25 milligrams of sodium hydrosulfite.
From the readings obtained plot a stand-
ard curve and calculate the quantity of
chloramphenicol an the sample from the
standard curve. Its content of chlor-
amphemcol is satisfactory if it contains
not less than 85 percent of the number
of milligrams that it is represented to
contain.

(4) Bacitracm content. Weigh 2
grams of the dental cement and transfer

No. 2--6-Pt. 31-20
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to a sintered-glass funnel of medium
porosity. Wash the cement sb: times
with 5-milliliter portions of 0.3 percent
piperidine in acetone solution, using an
Erlenmeyer suction flask and vacuum.
Wash the residue with four 10-milliliter
portions of distilled water. Withdraw
under vacuum, pool washings, and add
sufficient water to give a bacitracin con-
centration of 2 units per milliliter. To a
10-milliliter portion of this solution add
2 milliliters of a buffer solution c-nmlct-
ing of 8 parts of a 20-percent dibasic
potassium phosphate solution and 1 part
of a 20-percent monobasic potasoium
phosphate solution. Heat this solution
with steam for 3 ', minutes and cool Im-
mediately. Adjust to pH G.0 with ap-
l:roximately 1.5 mliliters of 1 N 1CI and
add enough sterile distilled water to give
a final bacitracin concentration of 1 unit
per milliliter. Assay by the method pre-
scribed in § 141aA9 of this chapter, us-
ing the dihydrostreptomycin-rcslstant
strain of M. flavus (P. C. L 10 R. D.)
Its content of bacitracin is satisfactory
if it contains not lezs than 85 percent of
the number of units that it is rep'e-
sented to contain.

(b) Moisture. Proceed as directed in
§ 141a.5 (a) of this chapter.

§ 141b.128 Streptomycin-solium, su7-
Iathmazole solution veterinary; dihydro-
streptomyczn-sodium sulfathtazolc solu-
tion veterinary-Ca) Potency. Proceed
as directed in.§ 141b.101 (j), except if It
contains dihydrostreptomycin use the
dihydrostreptomycin working standard
as a standard of comparison. Its con-
tent of streptomycin or dihydrostrepto-
mycm is satisfactory if It contains not
less than 85 percent of the number of
milligrams that It is represented to con-
tam.

(b) Sterility, pyrogens, histamine,
streptomycin content if it is dchydro-
streptomycin. Proceed as directed in
§§ 141b.102, 141b.104, 141b.105, and
141b.111 (b)

(c) Toxicity. Proceed as directed in
§ 141a.4 of this chapter, using as a test
dose 0.5 milliliter of a solution contain-
ing 1.5 milligrams of streptomycin or
dihydrostreptonycin per milliliter.

(d) VH. Proceed as directed in
§ 141a.5 (b) of this chapter, using the
undiluted drug.

§ 141b.129 Streptomycin-polymyxin-
nzeomycn ointment; dihydrostrcptomy-
cin-polymyxmn-neomycm ointment (a)
Potency-(1) Streptomycin coent.
Proceed as directed in § 141b.101 4a)
through (I), inclusive, except prepare
the sample in one of the following ways:

(i) Extraction. Place a convenient
sized representative quantity of the
sample in a separatory funnel contain-
ing approximately 50 milliliters of per-
oxide-free ether. Shake the -ample
and ether until homegenous. Add a 20-
milliliter portion of 0.1 Ml potassium
phosphate buffer, pH 8.0, and shake well.
Remove the buffer layer and repeat the
extraction with 20-milliliter portions of
buffer at least three times and any addi-
tional times that may be necezzary to
insure complete extraction of the anti-
biotic. Combine the extractives and
make the appropriate estimated dilu-
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ttens In 0.1 2,V pota stium phosphate buf-
fer, pH 8.0.

(ii) Blending. Place a convenient
sized representative quantity of the
sample in a blending 3ar containing 1.0
milliliter of a 10-percent aqueous solu-
tion of polysorbate 80 and sufficient
0.1 Zl potazzum phosphate buffer, pH 3.0,
to give a volume of 200 milliliters. Using
a high-speed blender, blend for 2 min-
utes and then mal:e the appropriate
estimated dilutions with buffer. Its
content of streptomycin is satisfactory
If It contains not lez than 85 percent of
the number of millirrams per gram that
It Is represented to contain.

(2) Dihydrcatreptmyci content.
Proceed as directed in subparagraph (1)
of this para raph, using the dihydro-
streptomycin woring standard as a
standard of comparl;n. Its content of
dihydrostreptomycin is satisfactory if it
contains, not less than 85 percent of the
number of milligrams per gram that it
Is rzprezented to contain.

(:) Polymyxi n content. Proceed as
directed in r 141b.112 (b) (1) with the
following eiceptions:

(I) In lieu of the directions for the
preparation of the sample described n
subdivision (vii) of § 141b.112 (b) (1)
prepare the sample as follows: Place a
convenient sized representative quantity
of the sample in a separatory funnel
containing approximately 50 milliliters
of per, lde-free ether. Shake the sam-
ple and ether until homogeneous. Add
25 milliliters of 10-percent p3tassium
phosphate buffer, pH 6.0, containing 2
grams of K.HfPO and 8 grams of KHEPO,
In each 100 mililiters, and shak-e. Re-
move the buffer layer and repeat the ex-
traction with 25-milliliter portions of
buffer at least three times and any addi-
tional times that may be necessary to
insure complete extraction of the anti-
biotic. Combine the extractives and
make the proper estimated dilutions in
10-percent potassium phosphate buffer
pH 6.0, to give a concentration of 10 units
per milliliter 4 etimated)

(ii) The standard curve is prepared
in the following concentrations: 6, 7, 8,
0, 10, 11, 12,13, 14, and 15 units per milli-
liter In 10-p-rcent potassium phosphate
buffer, PH 0.0. The 10 units par milli-
liter concentration Is used as the refer-
ence point. Its content of polymyxn is
satisfactory if it contains not less than
85 percent of the number of units per
gram that it is represented to contain.

(4) Meomycin content. Proceed as
directed in § 141e.410 (b) (1) of this
chapter, with the following exceptions:

(1) In lieu of the directions for the
preparation of the sample described n
U 141e.410 (b) (1) (vii) of this chapter,
prepare the sample as directed n sub-
paragraph (1) (1) of this paragraph or
by a blending technique as follows: Place
a convenient sized representative quan-
tity of the sample In a blending 3ar con-
taining 1.0 milliliter of a 0.3-percent
aqueous solution of dioctyl sodium sulfo-
succinate and sulficlent 0.1 ,l potassium

.phosphate buffer, pH 8.0, to give a vol-
ume of 200 milliliters. Using a high-
speed blender, blend for 5 minutes and
then makl-e the appropriate estimated
dilutions vith buffer.
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(ii) Use as the test organism the Food
and Drug Administration dihydrostrep-
tomycin- (and streptomycin-) resistant
strain of M. pyogenes var. aureus (P C. L
1209 R. D.) which is grown and main-
tained on media containing 1,000 micro-
grams of dihydrostreptomycin per milli-
liter of agar. Its content of neomycin
Is satisfactory if it contains not less than
85 percent of the number of milligrams
per gram that it is represented to con-
tain.

(b) Moisture. Proceed as directed in
§ 141a.8 (b) of this chapter.

PART 141C-CHLORTETRACYCLINE (OR TET-
RACYCLINE) AND CHLORTETRACYCLINE-,
(OR TETRACYCLINE-) CONTAINING
DRUGS; TESTS AND METHODS OF ASSAY

Sec.
141c.201 Chlortetracycline hydrochloride.
141c.202 Chlortetracycline ointment (chlor-

tetracycline hydrochloride oint-
ment), chlortetracycllne calcium
ointment, chlortetracycline cal-
cium cream; tetracycline hydro-
chloride ointment (tetracycline
hydrochloride in oil suspension)

141c.203 Chlortetracycline troches, tetracy-
cline hydrochloride troches.

141c.204 Chlortetracycline capsules (chlor-
tetracycline hydrochloride cap-
sules); tetracycline hydrochlo-
ride c a p s u l e s; tetracycline
capsules.

141c.205 Chlortetracycline powder (chlor-
tetracycline hydrochloride pow-
der)- tetracycline hydrochloride
powder; tetracycline powder.

141c.206 Chlortetracycline o ph t h a 1 m I c;
tetracycline hydrochloride oph-
thalmic.

141c.207 Chlortetracycline tablets; tetra-
cycline tablets.

141c.208 Chlortetracycline otic, tetracycline
hydrochloride otic.

141c.209 Chlortetracycline dental cones.
141c.210 Chlortetracycline dental paste.
141c.211 Chlortetracycline surgical powder

(chlortetracycline hydrochloride
surgical powder); tetracycline
hydrochloride surgical powder.

141c.212 Chlortetracycline suppositories
(chlortetracycline hydrochloride
suppositories); tetracycline hy-
drochloride suppositories.

141c.213 Chlortetracycline gauze packing.
141c.214 Chlortetracycline dressing.
141c.215 Chlortetracycline with vasocon-

strictor.
141c.217 Chlortetracycline calcium o r a 1

drops, chlortetracycline calcium
syrup; tetracycline syrup.

141c.218 Tetracycline hydrochloride.
141c.219 Crude chlortetracycline oral vet-

erinary,
141c.220 Tetracycline.
141c.221 Tetrdcycline hydrochloride for in-

tramuscular use.
141C.222 Tetracycline hydrochloride oral

suspension; tetracycline calcium
oral suspension.

141c.223 Chlortetracycline-neomycin-strep-
tomycin - penicillin ointment;
chlortetracycline-neomycin - di-
hydrostreptomycin - penicillin
ointment; tetracycline hydro-
chloride - neomycin - streptomy-
cin-penicillin ointment; tetra-
cycline hydrochloride-neomycin-
dihydrostreptomycin - penicillin
ointment.

141c.224 Tetracycline hydrochlorlde-nysta-
tin capsules.

141c.225 Tetracycline hydrochloride-nysta-
tin tablets.

141c.226 Tetracycline and vascoconstrictor
suspension.
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Sec.
141c.227 Chlortetracycline spray dressing

(chlortetracycline hydrochloride
spray dressing).

Aurosir §§ 141c.201 to 141c.227 Issued
under sec. 701, 52 Stat. 1055;. 21 U. S. C. 371.
Interpret or apply sec. 507, 59 Stat. 463, as
amended; 21 U. S. C. 357.

§ 141c.201 ChZortetracycline, hydro-
chlorzde-(a) Potency-(1) Cylinders
(cups) Use cylinders described under
§ 141a.1 (a) of this chapter.

(2) Culture media. Use a medium
described under § 141a.1 (b) (1) and (2)
of this chapter for the seed layer and
.the base layer. Use a nutrient broth
described under § 141a.1 (b) (3) of this
chapter for preparing a suspension of
the test organism.

(3) Working standard. Weigh out
carefully an appropriate amount of the
chlortetracycline working standard and
dilute to 1,000 micrograms per milliliter
in water. The standard solution, when
refrigerated, may be used for 7 days.
The standard solution may be preserved
for at least 2 months by freezing in small
aliquots. Each aliquot should be suf-
ficient for one day's use only.

(4) Preparation of sample. Dissolve
the sample to be tested in sterile distilled
water to make an appropriate stock
solution. Make the final dilution in 1
percent phosphate buffer pH 6.0 to con-
tain 20 micrograms per milliliter.

(5) Preparation of suspension. The
test organism is Sarcma lutea (P. C. I.
1001 and American Type Culture Collec-
tion 9341) Maintain the test organism
on slants of nutrient agar prepared as in
subparagraph (2) of this paragraph, and
transfer to a fresh agar slant once a
week. Prepare a suspension of the test
organism as follows: Streak an agar
slant heavily with a test organism.
Wash the growth off with 3 milliliters of
nutrient broth. Use the suspension so
obtained to inoculate the surface of a
Roux bottle containing 300 milliliters of
the nutrient agar. Spread the suspen-
sion over the entire surface with the aid
of sterile glass beads. Incubate for 24
hours at 260 C. Wash growth from the-
agar surface with 25 milliliters of nutri-
ent broth prepared as in subparagraph
(2) of this paragraph. If an aliquot of
this bulk suspension, when diluted with
nutrient broth 1.10, gives 10 percent
light transmission in a suitable photo-
electric colorimeter equipped with a
filter having a wave length of 6500 Ang-
strom units, the bulk suspension is sat-
isfactory for use. It may be necessary
to adjust the bulk suspension by dilution
so that an aliquot of the adjusted sus-
pension diluted 1.10 gives 10 percent of
light transmission. (The adjusted bulk
suspension only and not the 1:10 dilution
of it is used in preparing the seed layer.)
The bulk suspension may be used for
at least one week. Add 0.5 to 1.0 milli-
liter of the adjusted bulk suspension to
100 milliliters of agar which has been
melted and cooled to 48' C.

(6) Preparation of plates. Add 21
milliliters of the agar prepared as in
subparagraph (2) of this paragraph to
each Petri dish (20 x 100 millimeter)
Distribute the agar evenly in the plates
and allow it to harden. Use the plates
the same day they areprepared. Add

4.0 milliliters of the Inoculum as pro-
pared in subparagraph (5) of this para-
graph to each plate, tilting the plates
back and forth to spread the Inoculated
agar evenly over the surface.

(7) Assay. Place six cylinders on the
inoculated agar surface so that they are
at approximately 600 intervals on a 2.0-
centimeter radius. Use three plates for
each sample. Fill three cylinders on each
plate with the 20 micrograms per mll-
Miter standard and three cylinders with
the 20 micrograms per milliliter (esti-
mated) sample, alternating standard
and sample. At the same time prepare
a standard curve using concentrations
of the standard of 8.0, 10.0, 12.0, 10.0,
20.0, 24.0, 28.0. 32.0, and 30.0 micro-
grams per milliliter n 1 percqnt phos-
phate buffer pH 6.0. A total of 24
plates Is used in the preparation
of this standard curve, three plates
for each solution, except the 20 micro-
grams per milliliter solution. The latter
concentration Is used as the reference
point and Is included on each plate. On
each of three plates fill three cylinders
with the 20 micrograms per milliliter
standard and the other three cylinders
with the concentration of the standard
under test. Thus, there will be '72
twenty-microgram determinations and
nine determinations for each of the other
points on the curve. Incubate the plates
for 16 to 18 hours at 320 C.-350 C. and
measure the diameter of each circle of
inhibition. Average the readings of the
20 micrograms per milliliter concentra-
tion and the readings of the point tested
for each set of three plates and average
also all 72 readings of the 20 micrograms
per milliliter concentration, The average
of the 72 readings and the 20 micrograms
per milliliter concentration Is the cor-
rection point for the curve. Correct the
average value obtained for each point
to the figure It would be If the 20 micro-
grams per milliliter reading for that sot
of three plates were the same as the
correction point. Thus, if in correcting
the 16 micrograms per milliliter concen-
tration the average of the 72 readings of
the 20 micrograms per milliliter concen-
tration Is 18.0 millimeters, and the aver-
age of the 20 micrograms per milliliter
concentration of this set of three plates
is 17.8 millimeters, the correction is +0,2
millimeter. If the average reading of
the 16 micrograms per milliliter concen-
tration of those same three plates Is 17.0
millimeters, the corrected value is then
17.2 millimeters.

Plot these corrected values, including
the average of the 20 micrograms per
milliliter concentration on two-cycle
semilog paper, using the concentration
n micrograms per milliliter as the ordi-

nate (the logarithmic scale) and the
diameter of the zone of Inhibition as the
abscissa. Draw the standard curve
through these points.

To estimate the potency of the sample,
average the zone readings of the stand-
ardiand the zone readings of the sample
on the three plates used. If the sample
gives a larger zone size than the average
of the standard, add the difference be-
tween them to the 20 micrograms per
milliliter unit zone on the standard curve.
If the average value is lower than the
standard value, subtract the difference
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between them from the micrograms per
milliliter unit value on the curve. From
the curves read the potencies cor-
responding to these corrected values of
zone sizes.

(8) Turbidimetrw assay. In lieu of
the plate assay method described above,
the sample may be assayed for potency
by the following turbidimetric method:

(i) Test culture and media. Employ
the agar described in § 141a.1 (b) of
this chapter for maintaining the test
organism which is ML. pyogenes var.
aureus (P. C. 209-P and American
Type Culture Collection 6538-P)
Transfer the organism to fresh agar
slants and incubate at 320 C-35' C.
overnight. For use in the assay, suspend
daily the growth from a fresh slant In a
small amount of nutrient broth prepared
as in § 141a.1 (b) (3) of this chapter
and transfer to a flask containing suffi-
cient nutrient broth warmed to 37' C.
(about 150 milliliters) to give a light
transnsmon reading of 85 percent using
a filter at 6,500 Angstrom units in a
photoelectric colorimeter. Prepare the
daily moculum by adding 40 milliliters of
this suspension to each liter of nutrient
broth needed for the test.

(ii) Working standard and solutions.
Prepare a standard stock solution as
described in subparagraph (3) of this
paragraph, or dissolve a weighed portion
of working standard in M/10 monopo-
tassium phosphate buffer pH 4.5 to con-
tam 10 micrograms per milliliter. Small
aliquots, each sufficient for a day's test,
if kept frozen, may be used for at least
two months.

To prepare solutions for the standard
curve, make further dilutions of the
stock solution to contain 0.1 microgram
per nrillliliter in phosphate buffer solu-
tion. To a triplicate series of 16 milli-
meter x 125 millimeter tubes (outside
dimension) add 0.1, 0.2, 0.3, 0.4, 0.5,
0.6, 0.7, 0.8, 0.9, and 1.0 milliliter, respec-
tively, of the 0.1 microgram per milliliter
solution. Adjust volumes of all tubes
to 1.0 milliliter with the buffer solution.

To prepare solutions for use in adjust-
ing the photoelectr4c colorimeter, dilute
the stock solution of the working stand-
ard to 1.0 microgram per milliliter and
add 1.0 milliliter of this solution to each
of 10 tubes. To another series of 10 tubes
add 1.0 milliliter of the M/10 monopotas-
sium phosphate buffer. pH 4.5.

To each of all the above tubes add 9.0
mmiliters of inoculated broth described
in subdivision (i) of this subparagraph
and place immediately in a water bath
at 370 C. for 3 to 4 hours. Then add 0.5
milliliter of formalin diluted 1:3 to each
tube.

(iii) Preparation of sample. Dilute
sample under test with M/10 monopotas-
sium phosphate buffer pH 4.5 to contain
0.06 microgram per milliliter (esti-
mated) (The stock solution may be
prepared in distilled water.) Add 1.0
milliliter of this dilution to each of three
16 millimeter x 125 millimeter tubes
(outside dimension) Add 9.0 milli-
liters of inoculated broth described in
subdivision (i) of this subparagraph to
each tube and place immediately in a
370 C. water bath for 3 to 4 hours. After
incubation add 0.5 milliliter of formalin
diluted 1:3 to each tube and read the

FEDERAL REGISTER

percent light transmisson in a photo-
electric colorimeter, using a broad band
filter having a light transmission of 5,G00
Angstrom units.

(iv) Estimation of potency. Average
the light transmission readings for each
concentration of the standard. Plot
these values on cros-sectlon paper using
average light transmission readings as
the ordinate and chlortetracycline con-
centrations in micrograms per tube as
the abscissa. Prepare the standard
curve by connecting succesve points
with a straightedge. Since the final
concentration of chlortetracycline per
milliliter of broth is equivalent to the
concentration per milliliter of the stand-
ard solution used, the latter concentra-
tions for each concentration level of the
standard may be expressed as percent
and substituted on the abscissa of the
standard curve. Thus the 0.00 micro-
gram concentration Is 100 percent, the
0.05 microgram concentration 83.3 per-
cent, etc. If this is done the percent
potency of the sample under test may be
read directly from the standard curve.

(9) Colortmetric assay. In lieu of the
assay methods described above, the sam-
ple may be assayed by the following
colorimetric method: Prepare an aque-
ous solution of 0.5 milligram per milli-
liter of the sample to be assayed. Trans-
fer two 2.0-milliliter aliquots to each of
two 50--illilter volumetric flasks. Add
5.0 milliliters of 2 N HC1 to one flask and
5.0 milliters of distilled water to the
other flask as a control blank. Heat
both flasks in a boiling water bath for 5
minutes, then cool the flasks under tap
water, add 5.0 milliliters of 2 N HCI to the
control blank and Immediately make up
to mark with distilled water. Transfer
the solutions to 1.0-centimeter color-
metric cells, set the photoelectric color-
imeter at 100 percent light transnmlczlon
for the blank, using a 440-my filter.
Then replace this with the cell contain-
ing the unknown and read the percent
transmission. Determine the concen-
tration of the unknown solution by ref-
erence to a standard curve prepared by
treating appropriate aliquots of a stand-
ard solution of pure chlortetracycline
hydrochloride as described above.

(10) Chlortetracycline content. The
potency of chlortetracycline is catisfac-
tory, when assayed by the methods de-
scribed m this section, if the immediate
containers 'contain 85 percent of the
number of grams they are reprezented
to contain.

(b) Sterility. Using 40 milligrams
from each container tested, proceed as
directed in § 141n.2 of this chapter, ex-
cept that neither penicillina e nor the
control tube is used in the test for
bacteria.

c) Toxicity. Procced as directed in
§ 141a.4 of this chapter, using a test
dose 0.5 milliliter of an aqueous _olu-
tion containing 2 milligrams per milli-
liter, except if it is intend for use solely
in the manufacture of a veterinary drug
for nonparenteral use, use a test doZa
of 0.4 milliliter of such solution.
(d) Pyrogens. Proceed as directed in

§ 141a.3 of this chapter, using a test doze
1.0 ml. per kilogram of an aqueous colu-
tion containing 5 milligrams per milli-
liter.

(e) HLtamfne. Proceed as directed
in 9 141b.105 of this chapter, using as
a test doze 0.6 milliliter of a solution
containing 5 milligrams per milliliter
prepared with the diluent recommended
by the manufacturer in his labeling for
the dru.

(f) Moisture. Proceed as directed In
§141a.5 (a) or § 141a.26 (e) of this
chapter.

(g) VH. Proceed as directed in
, 141a.5 (b) of this chapter, using an
aqueous colution containing 10 milli-
grams per milliliter.

(h) Microccopical test for crysta!Zin-
ity., Proceed as directed in § 141a.5 c)
of this chapter.

§ 141c.202 Chlortetrac cliiie ointment
(chlortetracycli-ne hydrochloride oint-
ment), clhortetracycline calcium omt-
intcu, clortatracyclire calcium cream;
tetracycline hydroehloride omtment
(tetracyclinc hydrochloride zu oil sus-
pension)-a) Potency. If it is tetra-
cycline hydrochloride ointment proceed
as directed in § 141c.213 (a) and if it is
chlortetracycline ointment proceed as di-
rected in § 141c.201 (a) except § 141c.201
(a) (10) and in lieu of the directions
in § 141c.201 (a) (4) and (8) (iii) pre-
pare the sample as follows: Accurately
weigh the container and contents and
place 0.5 to 1.0 gram into a separatory
funnel containing approximately 50 mil-
lillters of paroxide-free ether. Rewelgh
the container to obtain weight of oint-
ment used in test. Shae ointment and
ether until homogeneous. ShaT:e with a
25-milliliter portion of the buffer solu-
tion. Remove the buffer layer and re-
peat the extraction with three 25-milli-
liter quantities of buffer. Combine the
extracts and ma-e the proper estimated
dilutions in the buffer solution. The
sample may also be prepared by placing
an accurately weighed sample consisting
of 0.5-1.0 gram into a glass blending iar
containing 200 milliliters of the buffer
solution. Using a high-speed blender,
blend the mixture for approximately 3
minutes and make proper estimated dilu-
tions in the buffer solution. The potency
of the ointment Is satisfactory if it con-
tains not less than 85 percent of the
number of milligrams it is represented
to contain.

(b) Moisture. Proceed as directed In
0 141a.8 4b) of this chapter.

0 141c.203 Chlortatracycline troches;
tetracycline hydrochloride troches--(a)
Potency. If it s tetracycline hydrochlo-
ride proceed as directed in § 141c.218
(a) and if it is chlortetracycline hydro-
chloride troches proceed as directed mn
§ 141c.201 (a) except § 141c.201 (a)
(10) and in lieu of the directions m
f'141c.201 (a) (4) and (8) (ii) prepare
the sample as follows: Place 12 troches
in a glass blending jar containing 500
milliliters of sterile distilled water. Using
a hlgh--peed blender, blend for 3 to 5
minutes and then make the proper esti-
mated dilutions in the buffer solution.
The average potency of the troches is
satisfactory If they contain not less than
85 percent of the number of milligrams
they are represented to contam.

(b) Moisture. Proceed as directed in
2 141a.5 (a) of this chapter.
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§ 141c.204 Chlortetracycline capsules
(chlortetracycline hydrochloride cap-
sules) tetracycline hydrochloride cap-
sules; tetracycline capsules-(a) Po-
tency. Using 3 capsules of 250 milli-
grams or 5 capsules of 50 milligrams or
100 milligrams and 500 milliliters of
water in the blender, proceed as directed
in § 141c.203 (a) if it is chlortetracycline.
If it is tetracycline hydrochloride or tet-
racycline, use 500 milliliters of 0.01
N HCl (if it contains vitamins use 500
milliliters of 0.1 N HCl) and proceed as
directed in § 141c.218 (a) If it con-
tains vegetable oils, use 1 milliliter of a
10-percent aqueous solution of poly-
sorbate 80 and sufficient solvent to give
500 milliliters. The average potency of
the drug is satisfactory if it contains not
less than 85 percent of the number of
milligrams it is represented to contain.

(b) Moisture. Proceed as directed in
§ 141a.5 (a) or § 141a.26 (e) of this
chapter.

§ 141c.205 Chlortetracycline powder
(chlortetracycline hydrochloride pow-
der) tetracycline hydrochloride pow-
der; tetracycline powder-(a) Potency.
Using a 9.0-gram sample or the entire
contents of the immediate container for
each determination, proceed as directed
in § 141c.203 (a) if it is chlortetracycline
powder. If it is tetracycline powder,
blend a 3.0-gram sample as directed in
§ 141c.203 (a) or reconstitute in the
immediate container as directed in the
labeling of the drug. Transfer an ap-
propriate aliquot of 1.0 milliliter to 5.0
milliliters to a 100-milliliter volumetrib
flask and make to mark with 0.01 N HC1.
Withdraw an aliquot from the volumetric
flask and dilute to 0.24 microgram per
milliliter, using M/10 phosphate buffer
at pH 4.5, and proceed as directed in
§ 141c.218 (a) The average potency of
the powder is satisfactory if it contains
not less than 85 percent .of the number
of milligrams of chloreteracycline or
tetracycline hydrochloride or tetracy-
cline per gram or per immediate con-
tainer that it is represented to contain.
(b) Moisture. Proceed as directed in

§ 141a.5 (a) of'this chapter.
§ 141c.206 Chlortetracycline ophthal-

mic; tetracycline hydrochloride ophthal-
mic-(a) Potency. If it is tetracycline
hydrochloride ophthalmic, proceed as
directed in § 141c.218 (a) if it is chlor-
tetracycline ophthalmic, proceed as di-
rected in § 141c.201 (a) Its potency is
satisfactory if it contains not less than
85 perceiit of the number of mililgrams
that it is represented to contain.

(b) Moisture. Proceed as directed in
§ 141a.5 (a) of this chapter.

(c, Sterility. Proceed as directed in
§ 141a.2 of this chapter except that:

(1) Do not use penicillinase or the
control tube in the test for bacteria.

(2) In lieu of the last sentence of
§ 141a.2 '(b) of this chapter, the batch
meets the requirements of the test for
bacteria if'no tube shows growth.

(3) In lieu of the last sentence of
§ 141a.2 (c) of this chapter, the batch
meets the requirements of the test for
molds and yeasts if ho tube shows
growth.

(d) pH. Proceed as directed in § 141a.5
(W) of this chapter, using a solution pre-
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pared as directed in the labeling of the
drug.

§ 41c.207 Chlortetracycline tablets;
tetracycline tablets-(a) Potency. Pro-
ceed as directed in § 141c.204 (a) The
average potency of the drug is satisfac-
tory if it contains not; less than 85 per-
cent of the number of milligrams it is
represented to contain.

(b) Moisture. Proceed as directed In
§ 141a.5 (a) or § 141a.26 (e) of this
chapter.

§ 141c.208 Chlortetracycline o t z c
tetracycline hydrochloride o t i c-(a)
Potency. If it is chlortetracycline pro-
ceed as directed in § 141c.201 (a) and
if it is tetracycline hydrochloride pro-
ceed as directed in § 141c.218 (a)

(b) Moisture. Proceed as directed in
§ 141a.5 (a) of tis chapter.

§ 141c.209 Chlortetracycline dental
cones-(a) Potency. Proceed as directed
in § 141c.203 (a) using 500 milliliters of
distilled water to prepare the sample.
The average potency of the cone is satis-
factory if it contains not less than 85
percent of the number of milligrams it is
represented to contain.

(b) Moisture. Proceed as directed in
§ 141a.5 (a) of this chapter.

§ 141c.210 Chlortetracycline dental
paste-(a) Potency. Proceed as directed
in § 141c.203 (a) using an accurately
weighed sample of approximately 2.0
grams and blend in 200 cubic centime-
ters of sterile distilled water. The po-
tency of chlortetracycline dental paste
is satisfactory if it contains not less
than 85 percent of the number of milli-
grams it is represented to contain.

(b) Moisture. Proceed as directed in
§ 141a.8 (b) of this chapter.

§ 141c.211 Chlortetracycline surgical
powder, (chlortetracycline hydrochloride
surgical powder) tetracycline hydro-
chloride surgical powder-(a) Potency.
If it is chlortetracycline proceed as di-
rected in § 141c.201 (a) and if it is
tetracycline hydrochloride .proceed as
directed in § 141c.218 (a)

(b) Sterility. Proceed as directed in
§ 141b.108 (c) of .this chapter.

Cc) Moisture. Proceed as directed in
§ 141a.5-(a) of this chapter.

§ 141c.212 Chlortetracycline supposi-
tortes (chlortetracycline hydrochloride
suppositories) tetracycline hydrochlo-
ride suppositorzes-(a) Potency. If
they are tetracycline hydrochloride sup-
positories, proceed as directed in
§ 141c.218 (a) and if they are chlor-
tetracycline suppositories, proceed as
directed in § 141c.201 (a) except sub-
paragraph (10) of that paragrAph, and
in lieu of the directions in subpara-
graphs (4) and (8) Ciii) of § 141c.201 (a)
prepare the sample as follows: Place
three suppositories into a separatory
funnel containing approximately 50 mil-
liliters of peroxide-free ether. Shake
the suppositories and ether until homo-
geneous. Shake' with a 50-milliliter
pprtion of the buffer solution. Remove
the buffer layer and repeat the extraction
with three 50-milliliter quantities of

*buffer. Combine the extracts and cen-
trifuge an aliquot at 2,000 r. p. m. for 5
minutes. Remove an aliquot of the

supernatant and make the proper esti-
mated dilutions In the buffer solution.
The average potency of the suppository
is satisfactory If It contains not less
than 85 percent of the number of milli-
grams of chlortetracycline or tetraoy-
cline hydrochloride that it is represented
to contain.

(b) Moisture. Proceed as directed in
§ 141a.8 (b) of this chapter.

§ 141c.213 Chlortetracyeline auze
packing-(a) Potency. Using threo
packings, obtain the average weight and
average linear length per packing. As-
say three packings by dissolving each in
500 milliliters of 0.1 N HCl and allow to
soak with frequent agitation for not less
than 2 hours. Use aliquots of these
solutions and proceed as directed In
§ 141c.201 (a) Calculate the average
potency per gram and per linear loot.
The average potency of the gauze pack-
ing is satisfactory if it pontains not less
than 85 percent of the number of milli-
grams per gram and per linear foot it
is represented to contain.

(b) Sterility. Using individual gauze
packings, proceed as directed in § 141a.2
of this chapter, except that neither
penicillinase nor the control tube is used
in the test for bacteria.

(c) Moisture. Proceed as directed in
§ 141a.5 (a) of this chapter.

§ 141c.214 Chlortetracycllne dress-
zng-(a) Potency. Using individual
dressings and appropriate volumes of
peroxide-free ether and buffer solution,
proceed as directed In § 141o.202 (a)

(b) Sterility. Using approximately
one-fourth of each Individual dressing
tested, proceed as directed in § 141a.2
of this chapter, except that neither
penicillinase nor the control tube Is used
in the test for bacteria.

(c) Moisture. Proceed as directed In
§ 141a.8 (b) of this chapter.

§ 141c.215 Chlortetracycline w i t It
vasoconstrzctor- (a) Potency. Proceed
as directed In § 141c.201 (a)

(b) Moisture. Proceed as directed In
§ 141a.5 (a) of this chapter.

§ 141c.217 Chlortctracycline calcium
oral drops; chlortetracycline calchi
syrup; tetracycline syrup-(a) Potency,
If it is chlortetracycline calcium oral
drops or chlortetracycline calcium syru,
proceed as directed in § 141c.201 (a),
and If it Is tetracycline syrup use 1.0-
milliliter aliquots of the sample and
proceed as directed in § 141c.205 (a)
Its potency Is satisfactory if each milli-
liter of the drug contains not less than
85 percent of the number of milligrams
of chlortetracycline or tetracycline that
it is represented to contain.

(b) pH. Using the undiluted sample,
proceed as directed in § 141a.5 (b) of
this chapter.

(c) Toxicity. Administer orally, by
means of a cannula or other suitable do-
vice, to each of 5 mice, within the weight
range of 18 to 25 grams, a sufficient vol-
ume of the preparation to contain 25
milligrams if it is chlortetracyclino or
12.5 milligrams, If It Is tetracycline. If
no animal dies within 48 hours, the snm-
ple is nontoxic. If one or more animals
die within 48 hours, repeat the test with
5 unused mice weighing 20 grams (+0.5
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gram) each; if all animals survive the
repeat test the sample is nontoxic.

§ 141c.218 Tetracycline hydrochlo-
ride-a) Potency. Use the tetracycline
hydrochloride working standard as a
standard of comparison and proceed as
directed in § 141c.201 (a) (8) except:

(1) Prepare the standard stock solu-
tion by dissolving an appropriate
amount of 'the workng standard in
sufficient 0.01 N HC1 to give a concentra-
tion of 1,000 micrograms per milliliter.
This stock solution may be kept in the
refrigerator for 1 week. Do not freeze.

(2) Further dilute the stock solution
to contain 0.4 microgram per milliliter
in M/10 monopotassium phosphate buf-
fer pH 4.5 in lieu of 0.1 microgram per
milliliter.

(3) Prepare 10 tubes each of the ini-
mum (0.04 microgram per milliliter) and
maximum (0.4 microgram per milliliter)
concentrations diluted for the standard
curve, and use these solutions to adjust
the photoelectric colonmeter.

(4) Use the 0.24 microgram per milli-
liter concentration of the standard curve
as the reference point.

(5) Dissolve the sample to be tested
in sufficient 0.01 N ECI to give an appro-
priate stock solution. Further dilute In
M/10 monopotassium phosphate buffer
pH 4.5 to give an estimated concentra-
tion of 0.24 microgram per milliliter in
lieu of 0.06 microgram per milliliter.
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The potency of tetracycline hydrochlo-
ride for intravenous use is satisfactory if
each immediate container contains not
less than 90 percent of tetracycline hy-
drochloride that It is represented to
contain.

(b) Sterility and toxicity. Proceed as
directed in § 141c.201 (b) and (c)

(c) Pyrogens. Proceed as directed in
§ 141a.3 of this chapter, using as a test
dose 1.0 milliliter per kilogram of an
aqueous solution containing 500 micro-
grams per milliliter.

(d) Histamine, moisture, pH, and
crystallinity. Proceed as directed In
§ 141c.201 (e), (f) and (g) and §'141a.5
(c) of this chapter.

(e) Extinction coefcicient. Dissolve
approximately 40 millliters of the
sample, accurately weighed, in approxi-
mately 150 milliliters of distilled water
by mixing thoroughly. Dilute to ex-
actly 250 milliliters with distilled water
and mix thoroughly. Transfer a 10.0-
milliliter aliquot of this solution to a
100-milliliter volumetric flask, add about
75 milliliters of distilled water and 5.0
milliliters of 5 N NaOH, and then make
to 100 milliliters with water and min
thoroughly. Exactly 6 minutes after the
addition of the NaOH, determine the
absorbency of the solution at 380 mp
compared with distilled water as a blank.
Use a suitable spectrophotometer for the
absorbency measurements.

of th sa 1
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Absorbancy at 380 m i'25.000
El C= -Weight of Famein Ei1gra6min

§ 141c.219 Crude chlortetracycline
oral vetermary-a) Potency. Accurately
weigh approximately 3.0 grams of the
sample and place in a blender jar con-
taming 200 milliliters of an acid-
acetone solution prepared with 1 part
4 N HC1, 6 parts distilled water, and
13 parts acetone. Blend for 3 minutes.
Using an aliquot of the liquid, make the
proper estimated dilutions in M/10
monopotassium phosphate buffer pH 4.5,
shake well, and proceed as directed in
§ 141c.201 (a) (8) Its content of chlor-
tetracycline is satisfactory if :t contains
.not less than 85 percent of the number
of grams that' 't is represented to
contain.

(b) Moisture. Proceed as directed in
§ 141a.5 (a) of this chapter.

§ 141c.220 Tetracycline-(a) Mots-
ture. Proceed as directed in § 141a.26
(e) of this chapter. Use the value ob-
tamed to calculate the weighed samples
used in paragraphs (b) (c) and f) of
this section to the anhydrous compound.

(b) Potency. Using 40 milligrams (as
the anhydrous compound) of sample,
proceed as directed in § 141c.218 (a)

(c) Toxicity. Proceed as directed in
§ 141b.103 of this chapter, using as a test
dose 0.5 milliliter of an aqueous solution
containing 2.0 milligrams per milliliter
prepared by dissolving 40 milligrams (as
the anhydrous compound) in 2.0 milli-
liters of 0.1 N HCl and diluting with the
required amount of water.

(d) PH. Proceed as directed in
§ 141a.5 (b) of this chapter, using an
aqueous suspension prepared by adding
10 milligrams per milliliter.

(e) Crystallinity. Proceed as directed
in § 141a.5 (c) of this chapter.

f) Extinction coefflcient. Proceed as
directed in § 141c.218 (e) except dis-
solve 40 milligrams (as the anhydrous
compound) in 2.0 milliliters 0.1 IV HC1
and dilute to 250 milliliters with distilled
water.

§ 141c.221 Tetracycline zydrochloride
for intramuscular use-(a) Potency.
Reconstitute the sample as directed on
the label or labeling. Using a7 suitable
syringe, withdraw a one-dose aliquot and
place in a 100-milliliter volumetric flad..
Make to mark with 0.01 N HCl, and pro-
ceed as directed in § 141c 213 (a)
Its potency Is satisfactory f the immedi-
ate container contains not less than 90
percent of the number of milligrams of
tetracycline hydrochloride that it is rep-
resented to contain.

b) Sterility. Proceed as directed In
§ 141c.201 (b).

(c) Pyrogens. Proceed as directed in
§ 141c.218 (c)

(d) Moisture. Proceed as directed in
§ 141a.5 (a) of this chapter.

(e) PH. Proceed as directed in
§ 141a.5 b) of this chapter, using an
aqueous solution containing 10 milli-
grams of tetracycline hydrochlorlde per
milliliter.

§ 141c.222 Tetracycline hydroehlo-
ride oral suspension; tetracycline hydro-
chloride oral solution; tetracycline cal-
cum oral suspension-a) Potency.
Transfer 1 milliliter of the well-shaken
suspension to a suitable high-speed
blender containing 500 milliliters of 0.01
N HCl (If it contains vitamins, use 0.1 N
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HCD Blend for 5 minutes and proceed
as directed in jF 141c.218 (a) Its po-
tency is satisfactory if It contains not
les than 85 percent of the number of
milligrams, or the equivalent number of
milligrams, of tetracycline hydrocloionde
per milliliter that It Is represented to
contain.

(b) Moisture. If It is tetracycline
hydrochloride oral suspension or tetra-
cycline hydrochlorlde oral solution, pro-
ceed as directed in g 141a.7 (c) of this
chapter.

(c) pH. If It is tetracycline hydro-
chloride oral solution or tetracycline cal-
cium oral suspension, use the undiluted
drug and proceed as directed in § 141a.5
(b) of this chapter.

9 141c.223 Chlcrtetra cline-neomy-
cfn-streptomycmn-Venciin ointment;
chlortetracycZne - neomycin - dizhydro-
strcptomycin-pendfillin ointment; tetra-
cycline hydrochZoride-neomycm-strep-
tomytn-pcnicilli.n ointment; tetracy-
cline hyJdrcchloride-neomycn-dh7zdro-
streptomycin-penicillin orntment-a)
Potcncy-(l) Penicillin content. Place
an accurately weighed sample of approx-
Imately 1 gram In an extraction funnel
prepared by fusing a ground-glass joint
to the top of a medium-porosity sm-
tered-glass filter funnel (30-millimeter
diameter). Wash with five 10-milliliter
portions of warm Iho-octane and draw
off the ointment base under vacuum.
Discard the Lo-octane washings. Wash
the residue with three 10-milliliter por-
tions of chloroform and draw off under
vacuum, combine the extracts, and make
to marl: in a 250-milliliter volumetric
fask with absolute alcohol. Make the
proper estimated dilutions in 1-percent
phosphate buffer, t pH .6.0, and proceed
as directed In § 141a.1 of this chapter.
Itz content of penicillin is satisfactory
if It contains not less than 85 percent
of the number of unit3 per gram of oint-
ment that It is represented to contain.

$2) Chlortetracjcline content. Wash
the residue in the funnel four times with
10-milliliter portions of 0.3 percent pi-
perldine in acetone solution. Withdraw
each washing under vacuum. Combine
the four washings In a 100-milliliter
volumetric flaqsk and make to mark with
acetone. Remove an aliquot of this so-
lution and proceed as directed in
r 141c.201 (a) (8) Its content of chlor-
tetracycline is satisfactory if it contains
not lezs than 85 percent of the number
of milligrams per gram of ointment that
It is represented to contain.

(3) Tetracycline hydrochloride con-
tent. Prepare the sample as directed in
subparagraph (2) of this paragraph and
proceed as directed in § 141c.218. Its
content of tetracycline hydrochloride is
salsfactory if it contains not less than
85 percent of the number of milligrams
per gram of ointment that It is repre-
sented to contain.

(4) Neomycin content. The residue
remaining in the funnel after the extrac-
tion described In subparagraph (2) of
this paragraph contains the neomycin
and streptomycin or dihydrostreptomy-
ci. Wash this residue five times, using
10-mlliliter aliquots of distilled water,
drawing each washing off under vacuum.
Combine the washings in a 100-milliliter
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volumetric flask and make to mark with
distilled water. Using an aliquot of this
aqueous, solution, proceed as directed in
§ 141a.65 (a) (2) (ii) or (iii) of this
chapter. The content of'neomycin is
satisfactory if it contains not less than
85 percent of the number of milligrams
per gram of ointment that it is repre-
sented to contain.

(5). Streptomyczn content. Using an
gliquot of the aqueous solution prepared
in subparagraph (4) of this paragraph,
proceed as directed in § 141b.101 (a)
through (i) of this chapter. The con-
tent of streptomycin is satisfactory if it
contains not less than 85 percent of the
number of milligrams per gram of oint-
ment that it is represented to contain.

(6) Dihydrostreptomyczn c o n t e n t.
Using an aliquot of the aqueous solution
prepared in subparagraph (4) of this
paragraph, and the dihydrostreptomycin
working standard as a standard of com-
parison, proceed as directed in § 141b.101
(a) through (I) of this chapter. The
content of dihydrostreptomycin is satis-
factory if it contains not less than 85
percent of the number of milligrams per
gram of ointment that it is represented
to contain.

(b) Moisture. Proceed as directed in
§ 141a.8 (b) of this chapter.

§ 141c.224 Tetracycline hydrochlo-
ride-nystatin capsules-(a) Capsules-
(1) Potency-(i) Tetracycline hydro-
chloride content. Proceed as directed
in § 141c.204 (a) for tetracycline hydro-
chloride capsules. Its content of tetra-
cycline hydrochloride is satisfactory if it
contains not less than 85 percent of the
number of milligrams that it is repre-
sented to contain.

(i) Nystatin. content. Prepare the
sample for assay by placing 5 capsules
in a blending jar- with 150 milliliters of
formande. Blend for 2 minutes in a
high-speed blender and then dilute an
aliquot with sufficient formamide to
give a concentration bf 400 units per
milliliter -(estimated) Further dilute
this solution with 1-percent phosphate
buffer, pH 6.0, to give a concentration
of 20 units per milliliter -(estimated)
Assay as directed in paragraph (b) of
this section. Its content of nystatin is
satisfactory if it contains not less than
85 percent of the number of units that
It is represented to contain.

(iii) Moisture. Proceed as directed in
§ 141a.5 (a) 'of this chapter.

(b) Nystatin used in making the cap-
sules-(1) Potency-(i) C V I z n d e r s
(cups) Use cylinders described in
§ 141a.1 (a) of this chapter.

(ii) Culture media. Use ingredients
that conform to the standards, if any,
prescribed by the U. S. P or N. F

(a) Make nutrient agar for carrying
the organism and for preparing the in-
oculated agar plates as follows: -
Peptone -----------------. 6 grams.
Yeast extract ------------ 3 grams.
Beef extract ------------- 1.5 grams.
Sodium chloride ------- 1Q grams.
Dextrose ----------------- 10 grams.
Agar ---------------------. 15 .grams.
Distilled water to make--- 1,000 milliliters.
pH 6.0 to 6.2 after sterilization.
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(b) Make nutrient broth for prepar-
ing an moculum of the test organism:
Peptone ------------------ 1 0 grams.
Dextrose ----------------- 20 grams.
Distilled water to make_.... 1,000 milliliters.
pH 5.6 to 5.7 after sterilization.

In lieu of preparing the media from the
individual ingredients as specified, they
may be prepared from a dehydrated
mixture which, when reconstituted with
distilled water, has the same composi-
tion as such media;. Minor modifications
of the specified individual ingredients
are permissible if the resulting media
possess growth-promoting properties at
least equal to the media described.

(iii) Working standard. Dissolve a
suitable weighed quantity of the working
standard (obtained from the Food and
Drug Administration) in sufficient form-
amide to give a stock solution containing
1,000 units per milliliter. This stock
solution may be used for 3 days when
stored at 50 C. or less.

(iv) Preparation o1 sample. Dissolve
the sample to be tested in sufficient
formamide to give a nystatin concentra-
tion of 400 units per milliliter (esti-
mated) Further dilute with 1-percent
phosphate buffer, pH 6.0, to 20 units per
milliliter (estimated)

(v) Preparation of test organism.
The test organism is Saccharomyces
cervisiae (American Type Culture Col-
lection 9763) which is maintained on
slants of agar described under subdivi-
sion (ii) (a) of this subparagraph and
transferred once a week. After trans-
fer, the culture is incubated at 370 C. for
24 hours and then kept refrigerated.
Prepare the organism suspension by
either of the following methods:

(a). Inoculate 100 milliliters of the
broth medium described under subdivi-
sion (ii) (b) -of this subparagraph with
a loopful of growth from the agar slant.
Incubate the broth for 16 to 18 hours at
370 C. This broth culture may be used
for several weeks if kept refrigerated.

b) Wash the organism from the agar
slant with 3 milliliters of sterile physio-
logical shline solution onto a large agar
surface such as that provided by a Roux
bottle containing 300 milliliters of the
agar described in subdivision (ii) (a) of
this subparagraph. Spread the sus-
pension of organisms over the entire
agar surface with the aid of sterile glass
beads. Incubate for 24 hours at 370 C.
and then wash the resulting growth from
the agar surface with about 15 milli-
liters of sterile physiological saline solu-
tion. This suspension may be used for
several weeks if kept refrigerated. Run
test plates to determine the quantity of
this broth culture (usually about 2.5
milliliters) or saline suspension (usually
about 0.1 milliliter) that should be
added to each 100 milliliters of agar to
give clear, sharp inhibitory zones of
appropriate size.

(vi) Preparation of plates. Melt a
sufficient amount of the agar described
in subdivision (i) (a) of this subpara-
graph, cool to 480 C., add the proper
amount of the test organism as described
above, and mix thoroughly, Add 6 milli-
liters of this inoculated agar to each
Petri dish (100 millimeters x 22 milli-

meters, with flat bottom) Distribute
the agar evenly In the plates, cover with
porcelain covers glazed on the outside,
and allow to harden. After the agar
has hardened, place 6 cylinders on the
agar surface so that they are at ap-
proximately 600 intervals on a 2.8-centi-
meter radius.

(vii) Standard curve. Dilute aliquots
of the 1,000 units per milliliter standard
stock solution with formatnide to give
concentrations of 100, 200, 300, 400, 600,
and 800 units per milliliter. Dilute
these formamide solutions and the stok
solution with 1-percent phosphate buffer,
pH 6.0, to make concentrations of 5,
10, 15, 20, 30, 40, and 50 units per milli-
liter, respectively. A total of 18 plates
Is used in the preparation of the standard
curve, three plates for each solution,
except the 20 units per milliliter solution.
The latter concentration is used as the
reference point and Is included on each
plate. On each of the three plates fill
three cylinders with the 20 units per
milliliter standard and the other three
cylinders with the concentration of the
standard concentration under test.
Thus, there will be 54 twenty-unit deter-
minations and nine determinations for
each of the other concentrations on the
curve. Incubate the plates for 16 to
18 hours at 370 C. and measure the di-
ameter of each zone of inhibition. Aver-
age the readings of the 20 units per milli-
liter concentration and the readings of
the concentration tested for each set of
three plates, and average also all 54
readings of the 20 units per milliliter
concentration. The average of the 54
readings of the 20 units per milliliter
concentration Is the correction point for
the curve. Correct the average valuo
obtained for each point to the figure ib
would be If the 20 units per milliliter
reading for that set of three plates were
the same as the correction point. Thus,
if in correcting the 16 units per milliliter
concentration the average of the 54 read-
ings of the 20 units per milliliter con-
centration Is 16.0 millimeters and the
average of the 20 units per milliliter
concentration of this set of three plates

-is 15.8 millimeters, the correction Is +0,2
millimeter. If the average reading of
the 15 units per milliliter concentration
of those same three plates is 15,0 milli-
meters, the corrected value is then 15,2
millimeters. Plot these corrected values,
including the average of the 20 units
per milliliter concentration on two-cycle
semilog paper, using the concentration
in micrograms per milliliter as the or-
dinate (the logarithmic scale) and the
diameter of the zone of Inhibition as
the abscissa. Draw the standard curve
through these points.

(viii) Assay. Use 3 plates for each
sample. Fill three cylinders on each
plate with the 20 units per milliliter
standard and three cylinders with the
20 units per milliliter (estimated)
sample, alternating standard and sam-
ple. Incubate the plates for 10 to 18
hours at 370 C. and then measure the
dianeter of each zone of Inhibition, To
estimate the potency of the sample,
average the zone readings of the
standard and the zone readings of the
sample on the three plates used. If the
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sample gives a larger zone size than the
average of the standard, add the differ-
ence between them to the 20 units per
milliliter zone on the standard curve. If
the average value is lower than the
standard value, subtract the difference
between them from the 20 units per
milliliter value on the curve. From the
curves read the potencies corresponding
to these corrected values of zone sizes.

(2) Toxicity. Inject mtraperitone-
ally each of 5 mice, within the weight
range of 18 grams to 25 grams, with 0.5
milliliter of a suspension of the drug
containing 1,200 units per milliliter in a
0.5 percent acacia solution. If no animal
dies within 48 hours, the saniple is non-
toxic. If one or more of the animals die
within 48 hours, repeat the test with 5
unused mice weighing 20 grams (--0.5
gram) each; if all animals survive the
repeat test, the sample is nontoxic.

(3) Moisture. Proceed as directed in
§ 141a.5 (a) of this chapter.

(4) pH. Proceed as directed in
§ 141a.5 (b) of this chapter, using a 3-
percent aqueous suspension of the dru-.

(5) Optical rotation. Accurately
weigh approximately 1.0 gram of the
sample in a 25-milliliter glass-stoppered
volumetric flask, dissolve the sample and
dilute to volume with dimethyl forma-
made at 20* C. Transfer the solution to
a 200-millimeter tube, determine the
angular rotation in a suitable polari-
eter, using sodium light or a 5,893
angstrom unit filter, and calculate the
specific rotation.

§ 141c.225 Tetracycline hydrochlio-
rzde-nystatin tablets-(a) Tablets-l)
Potency-(i) Tetracycline hydrochlo-
ride content. Proceed as directed in
§ 141c.224 (a) (1) (i) Its content of
tetracycline hydrochloride is satisfac-
tory if it contains not less than 85 per-
cent of the number of milligrams that
it is represented to contin.

(ii) Nystatin content. Proceed as di-
rected in § 141c.224 (a) (1) (ii) Its
content of nystatin is satisfactory if it
contains not less than 85 percent of the
number of units that it is represented to
contain.

(iii) Moisture. Proceed as directed in
§ 141a.5 (a) or § 141a.26 (e) of this chap-
ter.

(b) Nystatin used in making the tab-
lets. Proceed as directed in § 141c.224
(b)

§ 141c.226 Tetracycline and vasocon-
strictor suspenszon-a) Potency. Pro-
ceed as directed in § 141c.218 (a) Its
potency is satisfactory if it contains not
less than 85 percent of the number of
milligrams that it is represented to
contain:

(b) pH. Using the undiluted sample,
proceed as directed in § 141a.5 (b) of
this chapter.

§ 141c.227 Chlortetracycline spray
dressng (chlortetracycline hydrochlo-
rzde spray dresszng)-(a) Potency.
Spray the entire contents of the well
shaken sample into a large tared beaker.
Place in a vacuum desiccator, evacuate,
and allow to-stand at room temperature
for 16 to 18 hours. After the gas has
volatilized, accurately weigh the beaker
and contents and determine the weight
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of the ointment ejected when uzed as
directed in its labeling. Remove a
representative quantity (usually 1 gram)
of the olnment from the beaker, ac-
curately determine Its weight, and place
in a separatory funnel containing ap-
proximately 50 milliliters of peroxide-
free ether. Proceed as directed in
§ 141c.202 (a) The content of the im-
mediate container is satisfactory if It
contains not less than 85 percent of the
number of grams of ointment that it Is
represented to contain. The potency of
the ointment is satisfactory if It con-
tains not .less than 85 percent of the
number of milligrams of chlortetracy-
cline hydrochloride per gram that It Is
represented to contain.

(b) Sterility. Using an amount of
spray (usually 5 to 8 seconds) equivalent
to approximately 40 milligrams of chlor-
tetracycline from each container testcd,
proceed as directed In § 141a.2 of this
chapter, except that neither penieillinace
nor the control tube Is used In the tczt
for bacteria.

c) Moisture. Procecd as directed In
§ 141a.8 (b) of this chapter.

P A R T 14 1 d-CaLoniPHEMrCOL I=
CHLORAUPHE1TICOL-COI;TAIsi.nG Dus;
TESTS AND METHODS OF ASSAY

Sec.
141d.301 Chloramphenlcol.
141d.302 Chloramphenicol capsulc; poten-

cy.
141d.303 Chloramphenlcol ointment, po-

tency.
141d.304 Chlorampbenlcol ophthalmic.
141d.305 Chloramphenicol palmitate.
141d.30^ Chloramphenlcol palmltato oral

suspencion.
141d.307 Chloramphenleol solutlon; chlor-

amphenicol for aqueous injcc-
tlon.

141d.308 Chloramphenleol otic; chloram-
phenicol topical.

141d.309 Chloramphenleol - s tr opt o my-
cin capsulcs: chloramphonlcol-
dihydrostrcptomyeln capulc3.

141d 31C Chloramphenlcol tablets.
141d.311 Chloramphenlcol palmltate-ctrep-

tomycin oral suspenslon; chlor-
amphenlcol palmltate-dhydro-
streptomycin oral uspenlon.

Aurnonrry: §§-141d.201 to 141d.311 Issucd
under sec. 701, 52 Stat. 1035; 21 U. S. C. 371.
Interpret or apply cc. 507. &9 Stat. d,3 a3
amended; 21 U. S. C. 357.

§ 141d.301 Chloramphenico-(a) Po-
tency-(1) Cylinders (cups) Use cylin-
ders described under § 141a.1 (a) of this
chapter.

(2) Culture media. Use the medium
described under § 141a.1 (b) (1) of this
chapter for both the seed layer and the
base layer. Use the nutrient broth de-
scribed under § 141a.1 (b) (3) of this
chapter for preparing a suspension of the
test organism.

(3) Working standard. Prepare the
working standard by weighing out care-
fully appropriate amounts of the chlo-
ramphenicol working standard and dilute
in 1 percent phosphate buffer pH 6.0 to
give a solution containing 50 micrograms
per milliliter. Keep this stock esolution
at a temperature of 15* C or less and use
for only 1 month, The standard may
first be dissolved in a small amount of
ethyl alcohol to facilitate solution.
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(4) Preparation of sample. Prepare
the sampje to be tested by dissolving in a
small amount of ethyl alcohol and then
further dilute in 1 percent phosphate
buffer pH 6.0 to make an appropriate
stoc solution.

(5) Preparation of suspension. The
test organism is Sarclna lute. (P. C. L
1001) Mainta n the test organism on
Slants of nutrient agar prepared as In
subparagraph (2) of this paragrauh and
transfer to a fresh agar slant once a
weeIl. Prepare a suspension of the test
organism as follows: Streak an agar
Slant heavily with the test organism.
Wash the growth off in about 3 milliliters
of nutrient broth. Use the suspenmon so
obtained to inoculate the surface of a
Roux bottle containing 300 milliliters of
the nutrient agar. Spread the suspen-
sion over the entire surface with the aid
of sterile glass beads. Incubate for 24
hours at 26 C. Wash the growth from
the agar surface with 20 milliliters of
nutrient broth prepared as in subpara-
grph (2) of this paragraph. If an ali-
quot of this bull: suspension, when
diluted with nutrient broth 1:10, gives a
10 percent light transmission in a suit-
able photoelectric colorimeter equipped
with a filter having a wave length of 6500
Angstrom units, it is satisfactory for use.
It may be necessary to adjust the bulk
smupension by dilution so that an aliquot
of the adjusted suspension diluted 1.10
gives 10 percent light transmission.
(The adjusted bull: suspension only, and
not the 1:10 dilution of it, is used in pre-
paring the seed layer.) The bulk sus-
penion may be used In the test for 1
month. Add 1 to 1.5 milliliters of the
adjusted bulL suspension to 100 milli-
litsrs of agvX which has been melted and
cooled to 430 C.

(G) Preparation of plates. Add 21
milliliters of the agar prepared as n sub-
paragraph (2) of this paragraph to each
Petri dish (20 x 100 millimeters) Dis-
tribute the agar evenly In the plates and
allow It to harden. Use the plates the
came day they are prepared. Add 4
milliliters of the Inoculum prepared as n
subparagraph (5) of this paragraph for
each plate, tilting the plates back and
forth to spread the inoculated agar
evenly over the surface.

(7) Assay. Place six cylinders on the
Inoculated agar surface so that they are
at approximatelv G0° intervals on a 2.3-
centimeter radius. Use three plates for
each sample. Fill three cylinders on
each plate with the 50 micrograms par
milliliter standard and three cylinders
with the 50 micrograms per milliliter
(estimated) sample, alternating stand-
ard and sample. At the same time pre-
pare a standard curve, using concentra-
tions of the standard of 30.0, 35.0, 40.0,
45.0, 50.0, 55.0, 60.0, 65.0, and 70.0 micro-
grams per milliliter. A total of 24 plates
is used in the preparation of the stand-
ard curve, three plates for each solution
except the 50 micrograms per milliliter
solution. The latter concentration is
used as the reference point and is im-
cluded on each plate. On each of three
plates fill three cylinders with the 50
mlcrograms per milliliter standard and
the other three cylinders with the con-
centratlon of the standard under test.



RULES AND REGULATIONS

Thus, therewill be seventy-two 50-micro-
gram determinations and nine determi-
nations for each of the other points on
the curve. Incubate the plates for 16 to
18 hours at 320 C.-35° C. and measure
the diameter of each circle of inhibition.
Average the readings of the 50 micro-
grams per milliliter concentration and
the readings of the point tested for each
set of three plates, and average also all
72 readings of the 50 micrograms per
milliliter concentration. The average of
the 72 readings of the 50 ncrograms per
milliliter concentration is the correction
point for the curve. Correct the average
value obtained for each point to the fig-
ure it would be if the 50 micrograms per
milliliter readings for that set of three
plates were the same as the correction
point. Thus, if in correcting the 40
micrograms per milliliter concentration
the average of the 72 readings of the 50
micrograms per milliliter is 18.0 milli-
meters, and the average of the 50 micro-
grams per milliliter concentration of this
set of three plates is 17.8 millimeters, the
correction is 0.2 millimeter. If the aver-
age reading of the 40 micrograms per
milliliter concentration of these same
three plates is 17.0 millimeters, the cor-
rected concentration of these same three
plates is 17.0 millimeters, the corrected
value is then 17.2 millimeters.

Plot these corrected values, including
the average of the 50 micrograms per
milliliter concentrations on two-cycle
semilog paper, using the concentration in
micrograms per milliliter as the ordinate
(the logarithmic scale) and the diameter
of the zone of Inhibition as.the abscissa.
Draw the standard curve through these
points.

To estimate the potency of the sample,
average the zone readings of the stand-
ard and the zone readings of the sample

-on the three plates used. If the sample
gives a larger zone size than the average
of the standard, add the difference be-
tween them to the 50 mcrograms per
milliliter unit zone on the standard curve.
If the average value is lower than the
standard value, subtract the difference
between them from the 50 micrograms
per milliliter unit value on the curve.
From the curves read the potencies cor-
responding to these corrected values of
zone sizes.

(8) Spectrophotometrzc- nethod. In
lieu of the plate-assay method described
above, the following method may be used:

Dissolve 20 milligrams of the sample,
accurately weighed, in 100 milliliters of
distilled water, warming to hasten solu-
tion. Cool to room temperature, dilute
to exactly 1,000 milliliters with distilled
water, and mix. With a suitable spectro-
photometer determine the optical den-
sity of the solution in a 1-centimeter cell
at 278 mu compared with distilled water
as a blank. Multiply the optical density
figure obtained by the appropriate factor
to obtain the optical density value of a
1 percent solution.

The E 1m5value of the sample multiplied
by 100, divided by 298 represents the per-
cent potency.

(9) Chloramphenzool content. The
potency of chloramphemcol is satisfac-
tory, when assayed by the methods de-

scribed in this section, if the lninediate
containers contain 85 percent of the
number of grams they are represented:
to contain.

(b) Sterility. Proceed as directed in
§ 141c.201 (b) of this chapter.

(c) Toxzcity. Proceed as directed in
§ 141a.4 of this chapter, using as a test
dose 0.5 milliliter of a solution contain-
ing 2 milligrams per milliliter. Use
physiological salt-solution-as the diluent.

(d) Pyrogens. Proceed as directed in
§ 141a.3 of this chapter, using as a test
dose 1.0 milliliter per kilogram of a solu-
tion containing 5 milligrams per milli-
liter. Use physiological salt solution as
the diluent.

(e) Histamine. Proceed as directed
in § 141b.105 of this chapter, using as
a test dose 0.6 milliliter of a solution con-
taming 5 milligrams per milliliter pre-
pared by application of heat.

(f) pH. Proceed as directed in § 141a.5
(b) of this chapter using a saturated
aqueous solution.

(g) Specziic r o t a t z o n. Accurately.
weigh approximately 1.25 grams of the
sample in a 25-milliliter glass-stoppered
volumetric flask and dissolve in about 15
milliliters with absolute alcohol, warm-
ing if necessary. Dilute the solution to
25 milliliters with absolute alcohol and
mix thoroughly. Transfer the solution
to a 200-millimeter tube, determine the
angular rotation in a suitable polarime-
ter, using sodium light or a 5893 Ang-
strom filter, and calculate the specific
rotation.

'(h) Melting poznt. Proceed as di-
rected by the U. S. P

(i) Extinction coe.lczent. Proceed as
directed in paragraph (a) (8) of this
section.

§ 141d.302 Chloramphenicol capsules;
potency-(a) Bioassay method. Pro-
ceed as directed in § 141d.301 (a) except
subparagraphs (8) and (9) of that para-
graph, and in lieu of the directions in
subparagraph (4) prepare the sample as-
follows: Place the contents of not less
than 10 capsules and the empty capsules
in 100 milliliters of ethyl alcohol, and
using a high-speed blender, blend for
approximately 2 minutes. To the
blender, add 400 milliliters of 1.0-per-
cent phosphate buffer, pH 6.0, and blend
for approximately 2 minutes. Withdraw
a 1.0-milliliter allquot and make the
proper-estimated dilutibns in 1.0-percent
phosphate buffer, pH 6.0.

(b) Spectrophotometrze assay method.
Place the contents of 10 capsules in a
250-milliliter volumetric flask. Add 50
milliliters of redistilled methanol to the
flask and shake for at least 1 minute.
Make to volume with distilled water and
mix thoroughly. Withdraw an aliquot
and dilute with sufficient distilled water
to give a concentration of 20 micrograms
per milliliter. With a suitable spectro-
photometer, determine the optical den-
sity of this solution in a 1-centimeter
cell at 278 m/L compared with distilled
water as-a blank.

Potency per capsule= 0ptical59dnsty

Xlabeled potency per capsule

(c) Chlorampherncol content. When
assayed by either of these methods, its

potency Is satisfactory if it contains not
less than 85 percent of the number of
milligrams of chloramphenlcol per cap-
sule that i Is represented to contain.

§ ±41d.303 Chloramphcnicol o i nt
ment; potency. Proceed as directed
in § 141d.301 (a), except § 141d.301 (a)
(8) and (9), and in lieu of the directions
in § 141d.301 (a) (4) prepare the sample
by one of the following methods:

(a) Place an accurately weighed rep-
resentative sample (usually 1.0 gram of
the ointment) In a blending jar contain-
Ing 1 milliliter of a 10-percent aqueous
solution of polysorbate 80 and sufficient
1-percent phosphate buffer at pH 6.0 to
make 100 milliliters. Using a high-spoed
blender, blend the mixture for 2 minutes
and make the proper estimated dilutions
in 1-percent phosphate buffer at p1 6,0.

(b) Place a representative samplo
(0.5 gram) in a separatory funnel con-
taining 10 milliliters of peroxide-freo
ether. Shake the separatory funnel vig-
orously to bring about complete mixing
of the ointment and ether. Shake with
a 15-milliliter portion of 1-percent
phosphate buffer at pH 6.0. Remove the
buffer layer and repeat, the extraction
with two additional 15-milliliter portiong
of buffer. -Combine the extractives tnd
dilute to 50 milliliters with 1-percent
phosphate buffer. Make the proper esti-
mated dilutions in 1-percent phosphato
buffer at pH 6.0.
The potency of chloramphenicol oint-
ment Is satisfactory if it contains not
less than 85 percent of the number of
milligrams per gram that it is repre-
sented to contain.

§ 141d.304 Chloramphenicol ophthal-
mzc-(a) Potency. , Proceed as directed
in § 141d.301 (a), except subparagraph
(9)1 thereof. The potency of chloram-
phenicol ophthalmic is satisfactory If it
contains not less than 85' percent of the
number of milligrams It Is represented to
contain.

(b) pH. Proceed as directed in § 141a.5
(b) of this chapter, using a solution pro-
pared as directed in the labeling of the
drug.

(c) Sterility. Proceed as directed in
§ 141a.2 of thig chapter, except that:

(1) Use(0.5 milliliter of the suspension
of the sample prepared according to label
directions, and do not use penicillinaso
or the control tube in the test for bac-
teria.

(2) In lieu of the last sentence of
§ 141a.2 (b) of this chapter, the batch
meets the requirements of the test for
bacteria if no tube shows growth.

(3) In lieu of the last sentence of
§ 141a.2 (c) of this chapter, the batch
meets the requirements of the test for
molds and yeasts If no tube shows
growth.

§ 141d.305 Chloramphenieol pahi-
tate-(a) Potency. Dissolve 50 milli-
grams of the sample in absolute ethanol
and make to 100' milliliters In a volu-
metric flask with absolute ethanol.
Transfer a 5-milliliter aliquot to another
100-milliliter volumetric flask and make
to volume with absolute ethanol, With
a suitable spectrophotometer determine
the optical density of the solution in a
1-centimeter cell at 271 ml& compared
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with absolute ethanol as a blank. lul-
tiply the optical-density figure obtained
by the appropriate factor to obtain the
optical density value of 1-percent solu-
tion. The E1

1," value of the sample
multiplied by 575, divided by 178, repre-
sents the micrograms per milligram of
chloramphemcol.

(b) Toxicity. Administer orally, by
means of a cannula or other suitable
device, to each of 5 mice, within the
weight range of 18 to 25 grams, 1.0 milli-
liter of a suspension of the drug contain-
ing 60 milligrams per milliliter in 10-
percent acacia solution. If no anial
dies within 48 hours, the zample is non-
toxic. If one or more anmals die withm
48 hours, repeat the test with 5 unused
mice weighing 20 grams (±0.5 gram)
each; if'all animals survive the repeat
test the sample is nontoxic.

c) Melting point. Proceed as di-
rected by the U. S. P.

(d) Extinction coefilczent. Proceed
as directed in paragraph (a) of this
section.

§ 141d.306 Chloramphentcol palzm:-
tate oral suspenszon-(a) Potency. Us-
ing a hypodermic syringe, transfer 1.0
milliliter of the suspension to a separa-
tory funnel containing 10 milliliters of
water and 25 milliliters of chloroform.
Shake for 1 minute, allow the layers to
separate, and filter the lower chloroform
layer through a pledget of cotton.
Transfer a 1.0-milliliter portion of the
clear chlorozorm filtrate to a 100-milli-
liter volumetric flask, make to volume
with absolute ethanol, and mix. With a
suitable spectrophotometer, determine
the absorbance of this solution at 271
millimicrons, using as a blank 1.0 milli-
liter of chloroform U. S. P diluted to 100
milliliters with absolute ethanol. The
number of milligrams of chloramphem-
col contained in each milliliter of chlor-
amphemcol palmitate oral suspension is
obtained by the followimg calculation:

CA X25,00 00 0.575,
178

where:
C=the number of milligrams of chlor-

amphenicol in 1.0 milliliter of the
chloramphenicol palmitate sus-
pension;

A=the absorbance of the solution at 271
mlllimicrons;

25,000=diution factor;
0.575=the factor for converting chloram-

phenicol palmitate to chloram-
phenicol;

extinction coefficient of chloram-
phenicol palmitate at 271 mlllimi-

crons.

The potency of chloramphemcol palmi-
tate oral suspension is satisfactory if it
contains not less than 85 percent of the
number of milligrams per milliliter that
it is represented to contain.

(b) pH. Using the undiluted suspen-
sion, proceed as directed in § 141a.5 (b)
of this chapter. -

§ 141d.307 Chloramphemcol solution;
chloramphenicol for aqueous znjection-.
(a) Potency-l) Chloramphencol solu-
tion. Proceed as directed in § 141d.301
(a) except subparagraphs (8) and (9)
of that paragraph, and in lieu of the
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directions in subparagraph (4) of that
paragraph dilute the sample in sufficient
1.0-percent phosphate buffer pH 0.0 to
make an appropriate stock solution.

(2) Chloramplhenicol for aqueous in-
7ection. Proceed as directed in 2 141d.301
(a) except subparagraph 9> of that
paragraph, and in lieu of the dlrcetions
in subparagraph (4) of that laragranh
prepare the sample as follows: Add the
amount of water indicated in the labeling
of the drug to the vial, and shake well.
Remove 1.0 milliliter of the suspenzion,
transfer to a 50-milliliter volumetria
flazk, and make to volume with absolute
alcohol. Quickly remove 1.0 milliliter
and make to the proper estimated dilu-
tion In 1.0-percent phosphate buler pH
6.0. In case the spectrophotomotric
method Is used, proceed as follows: Add
to the vial the amount of water ndicatcd
in the labelin- of the drug and zhake
vigorously until a uniform sumiendon is
obtained. Transfer an aliquot of this
suspension, equivalent to 1.0 gram of
chloramphenicol, to a 1,000-milliliter
glass-stoppered volumetric flas':, add
ab:ut 500 milliliters of distilled water.
and i7cat on a steam bath until solution
of the chloramphenlcol is complete (but
no longer than 10 mnutes) Cool to
room temperature and dilute to e:actly
1,000 milliliters with distilled water.
Mix thoroughly, and transftr e.actly 5
milliliters of this solution to a 250-milli-
liter glass-stoppered volumctrlc flazk.
Dilute to exactly 250 milliliters with dis-
tilled water and mix thoroughly. Me.v-
ure the absorbency of this solution on a
suitable spectrophotometer at 273 mg
against a blank of distilled water. The
optical density at 273 mg ,, 500=gramo

293
of chloramphenicol in the sample tested.
(7rom this value calculate the quantity
of chloramphenicol in the Immcdiat3
container.)
Its potency Is satisfactory when assayed
by the methods described in this para-
graph if it contains not less than 85
percent of the number of grams of chlor-
amphenicol It is represented to contain.

(b) Sterility. If It Is the solution,
proceed as directed in § 141b.102 of this
chapter. If it is the dry mi:ture of the
drug, dissolve the entire contents of each
vial to be tested in a sterile'40-percent
solution (v/v) of NN,dlmethylacetamide,
using 10 milliliters of the diluent for each
1.0 gram, and proceed as directed in
§ 141a.2 of this chapter, except that
neither penicillinase nor the control tube
is used in the test for bacteria.

(c) Toxicity. Proceed as directed In
§ 141d.301 (c)

(d) Pyrogens. Proceed as directed In
§ 141d.301 (d)

(e) Histamine. Proceed as dircetcdin
§ 141d.301 (e).

(f) PH. Proceed as directed in , 141a.5
(b) of this chapter, using the undiluted

drug in the case of the solution, and if
It I- the dry miksture of the drug use a
5uspenion prcpared as directed in its
ljbeling.

§ 141d.003 ChToramphenzco! otic;
chloramphenfcol topfcal-(a) Potency.
Using 1.0 milliliter, proceed as directed
in § 141d,^03 (a) Its potency is satis-
factory if It contains not less than 85
percent of the number of milligrams it is
represented to contain.

(b) Mo ture. Proceed as directed in
5 141a.7 (c) of this chapter.

c) pH. Dilute the drug with an equal
volume of distilled water and proceed as
directed in 5 141a.5 (b) of this chapter.

§ 141d.309 Chloramphemcol-strepto-
mycin capsuc,; chloramphemcol-dzi'y-
drotrcptyrnYcin cap.sulz--(a) P o-
tenc -1) Cont$nt of clrloraplenzcoL
Prosead as directcd in s 141d.302 (a) or
(b) Its content of chloramphanical iz
satisfactory if It contains not less than
C5 parcent cf the number of milligrams
per capsule that it Is represented to
contain.

(2) Content of streptomycm. Using
10 capsules, proceed as directed in
§ 141b.101 of thMs chapter, except para-
graphs Mi) and (k) of that saction. Its
conte.t of streptomycin is satisfactory if
It contains not less than 85 percent of the
number of millfgrams per capsule that it
is represented to contain.

(31 Content of dfdroctrtpomix-m.
Proceed as directEd in subparagraph (2)
of this parawraph, using the dihydro-
streptomycin worling standYrd as a
standard of comparison. Its content of
dihydrostreptomycin Is satisfactory if it
contains not lez than 85 parcent of the
number of milligrams per capsule that
It Is represented to contain.
(b) ZMoiture. Proceed as directed in

§ 141a.5 (a) of this chapter.
§ 141d.310 Clzloramphenicol tableft-

(a) Bieoccay method. Proceed as di-
rected in S 141d.302 (a)

(b) Spcctrophotometrzc assay met hod.
Weigh accurately a counted number of
not less than 10 tablets and determie
the average welght per tablet. Reduce
10 tablets to a fine powder in a mortar
and transfer an amount of powder con-
taining 503 milligrams (estimated) of
chloramphernucol to a 1,000-milliliter
gla.s-stoppered volumetric flask.- Add
50 milliliters of redistilled methanol to
the flask and shae for at least 1 minute.
M.ake to volume with distilled water and
mh: thoroughly. Transfer exactly 10
millIters of this solution into a 250-
m I lli 11i t e r gala-stoppered volumetric
fl -k Make to mark and mix thor-
oughly. Determine the absorbancy of
this solution on a suitable spectropho-
tometer in a 1-centimeter quart call at
278 milimlcrons against a blank of dis-
tilled water.

otabl A rboncy O3Xavararo welght in mirI,,smz
iilll sofcbloramphonlcolp~crt = ox~oJclht of rowdcr tczted In mil -grz. r

(c) Chloramphenicol content. When
assayed by either of these methods, its
potency is satisfactory if It contains not

less than 85 percent of the number of
millrms of chloramphenicol per tab-
let that It I- represented to contain.
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§ 141d.311 Chloramphenzcol palms-
tate-streptomyczn oral s u s p e n s z o n,
chloramphenzcol palmitate-dihydro-
streptomycin oral suspenston-(a) Po-
tency-(l) Chloramphenzcol content.
Proceed as directed in § 141d.306 (a)
Its content of chloramphemcol is satis-
factory if it contains not less than 85
percent of the number of milligrams that
it is represented to contain.

(2) Steptomyczn or dihydrostrepto-
mycin content. Proceed as directed in
§ 141b.101 of this chapter except
§ 141b.101 (b) and if it contains dihy-
drostreptomycm use the dihydrostrep-
tomycin working standard as the stand-
ard of comparison. 'Its content of
streptomycin or dllydrostreptomycin is
satisfactory if it contains not less than
85 percent of.the number of milligrams
that it is represented to contain.

(b) PH. Using the undiluted suspen-
sion, proceed as directed in § 141a.5 (b)
of this chapter.

PART 141e-BAcrrnAcrN AND BACITRACIN-
CONTAINING DRUGS; TESTS AND METHODS
OF ASSAY

Sec.
141e.401 Bacitracin.
141e.402 Bacitracin ointment; zinc bacl-

tracin ointment.
141e.403 Bacitracin tablets; zinc bacitracin

tablets.
141e.404 Bacitracin troches; zinc bacitracin

troches.
141e.405 Bacitracin with vasoconstrictor.
141e.406 Bacitracin-tyrothricin t r o c h e s;

zinc bacitracin-t y r o t h r I c i n
troches.

141e.407 Bacitracin-tyrothricln ointment.
141e.408 Bacitracin ophthalmic.
141e.409 Bacitracin-polymyxin ointment.
141e.410 Bacitracin-neomycin tablets; zinc

bacitracin-neomycin tablets.
141e.411 Bacitracin-neomycin ointment.
141e.412 Bacitracin-polymyxin tablets.
141e.413 Bacitracin-neomycin troches; zinc

bacitracin-neomycin troches.
141e.414 Bacitracin-neomycin with vaso-

constrictor.
141e.415 Bacitracln-polymyxin troches; zinc

bacitracin-pllymyxin troches.
141e.416 Bacitracin methylene disalicylate.
141e.417 Powder bacitracin methylene dl-

salicylate and streptomycin sul-
fate oral veterinary.

141e.418 Zinc bacitracin (bacitracin zinc
salt).

141e.419 Bacitracin - neomycin - polymyxin
troches; zinc bacitracin-neomy-
cin-polymyxin troches.

141e.420 Bacitracin - tyrothricin - neomycin
troches; zinc bacitracin-tyro-
thricin-neomyclix troches; po-
tency and moisture.

14ie.421 Bacitracin - neomycin - polymyxin
tablets.

141e.422 Bacitracin - polymyxin - neomycin,
ointment.

141e.423 Soluble pacitracln methylene di-
salicylate.

141e.424 Bacitracin - neomycin - polymyxin
with vasoconstrictor.

141e.425 Bacitracin powder.
141e.426 Tablets bacitracin methylene di-

salicylate and streptomycin sul-
fate oral veterinary.

AuTHoarry: §§ 141e.401 to 141e.426 Issued
under sec. 701, 52 Stat. 1055; 21tU. S. C. 371.
Interpret or apply sec. 507, 59 Stat. 463; as
amended; 21 U. S. C. 357.

§ 141e.401 Bacitraczn--(a) Potency-
(1) Plate assay. Using the standard
curve technique, proceed as directed in

§ 141a.1 (h) of this chapter, with the
followmg-exceptions:

(i) Use the bacitracin working
standard and dissolve in 1-percent
phosphate buffer to make an appro-
priate stock solution. The stock
solution when refrigerated may be
used for 2 weeks. The stock solution may
also be preserved for at least 2 months
by freezing in small aliquots. Each ali-
quot should be sufficient for 1 day's use
only. Make all dilutions of the stock
solution for the assay with 1-percent
phosphate buffer.

() Dissolve the sample to be tested in
1-percent phosphate buffer and make
dilutions with the same solvent to one
unit per milliliter (estimated)

(iII) The test organism is Micrococcus
flavus, which is maintained at refrigera-
tor temperature on slants of nutrient
agar prepared as directed in § 141a.1
(b) (1) of thus chapter. Inoculate a
Roux bottle containing this agar from a
stock'slant of the organism and incubate
18 hours at 32° C.-35° C. Wash off the
growth in 25 milliliters of sterile physio-
logical saline solution. If an aliquot of
this bulk suspension, when diluted 1:50
in physiological saline solution, gives 75
percent light transmission in a suitable
photoelectric colorimeter equipped with
a filter having a wave length of 6,500
Angstrom units, the bulk suspension is
satisfactory for use. It may be neces-
sary to adjust the bulk suspension by
dilution so that an aliquot of the adjusted
suspension diluted 1:50 gives 75 percent
light transmission. (The adjusted bulk
suspension only and not the 1:50 dilu-
tion of it, is used in preparing the seed
layer.) Add 0.3 to 0.5 milliliter of the
adjusted bulk suspension to 100" milli-
liters of agar which has been melted
and cooled to 48 C.

(2) Turbzdimetric assay. In lieu of the
plate-assay method described above, the
sample may be assayed for potency by
the following turbidimetric method:

(I) Test culture and media. Employ
the agar described in § 141a.1 (b) (2) of
this chapter (adjusted to a final pH
7.0) for maintaining the test organism,
which is Staphylococcus aureus (PCI
1203) Transfer stock cultures every 2
weeks for test purposes. On the day of
test transfer the growth from a stock
slant to approximately 100 milliliters of
nutrient broth (§ 141a.1 (b) (3) of this
chapter) Incubate the inoculated broth
until the culture has grown sufficiently
to give a light transmission reading of
80-90 percent, using a filter having a
light transmission peak at 6500 Angstrom
units. This culture may be held over-
night at refrigerator temperature if de-
sired. Prepare the "daily" moculum by
adding approximately 6.0 milliliters of
the standardized broth culture to each
100 milliliters of broth previously cooled
to a temperature of approximately 15o C.

(ii) Workng-standard solutions. Di-
lute the working standard to 10 units per
milliliter of bacitracin in 1 percent phos-
phate buffer. Further dilute this to
make solutions containing 0.100, 0.141,
0.200, 0.282, 0.398, and 0.562 units per
milliliter. These solutions are used for
preparing the standard curve and may
be held at 15" C. for 1 week. Add 1.0
milliliter of each of these working stand-

ard solutions to each of six 16 milli-
meter by 125 millimeter tubes (outside
dimension)

(Ili) Preparation of sample. Dilute
the sample under test to 0.25 unit per
milliliter (estimated) Add 1.0 milliliter
of the diluted sample to each of six 16
millimeter by 125 millimeter tubes (out-
side dimension) Add 9.0 milliliters of
the "daily" Inoculum described above to
each tube of the standard and unknown
series and place immediately In a 32'
C.- 350 C. water bath for 4 hours. After
incubation, add four drops of formalin
to each tube, and estimate the turbidity
of each In a photoelectric- colorimeter,
using a broad-band filter having a wave
length of 5300 Angstrom units.

(lv) Estimation of potency. Average
the six colorimeter readings at each
standard level. Plot the average turbid-
ity figures of the standard oh' semilog
graph paper, employing units per tube as
the abscissa (log scale) and light trans-
mission as the ordinate. Connect the
points with a straightedge. Average the
sample readings and read in units per
tube from the curve, Units per tube
divided by 0.25X100 will give percent
potency of the sample.

(3) Bacitracm content. The potency
of bacitracin Is satisfactory when assayed
by the methods described In this section
if the immediate containers contain not
less than 85 percent and, If It Is intended
for systemic medication, not more than
115 percent of the number of units they
are represented to contain.

(b) Sterility. Proceed as directed In
§ 141b.102 of this chapter.

(c) Pyrogens. Proceed as directed In
§ 141a.3 of .this chapter, using as a test
dose 1.0 milliliter per kilogram of a solu-
tion containing 300 units per milliliter.
Use physiological salt solution as the
diluent.

(d) Toxicity. Inject Intravenously
each of five mice within the weight range
of 18-25 grams with 0.5 milliliter of a
solution of the sample prepared by dilut-
ing with sterile physiological salt solution
to 200 units per milliliter. The injec-
tion should be made over a period of not
more than 5 seconds. If no animal dies
within 48 hours, the sample Is nontoxic,
If one or more animals die within 48
hours, repeat the test with five unused
mice weighing 20 grams (±0.5 gram)
each. If all animals survive the repeat
test the sample is nontoxic.

(e) Moisture. Proceed as directed in
§ 141a.5 (a) of this chapter.

(f) pH. Proceed as directed In § 141a.5
(b) of this chapter, using a solution con-
taining 10,000 units per milliliter.

§ 141e.402 Bacitracin ointment; -inic
bacitracin oitment-(a) Potency. Pro-
ceed as directed In § 141e.401 (a), except
§ 141e.401 (a) (3) and in lieu of the
directions in § 141e.401 (a) (1) (ill),
prepare the sample as directed In § 141a.8
(a) of this chapter. Its content of
bacitracin or zinc bacitracin Is satisfac-
tory if it contains not less than 85 per-
cent of the number of units per gram
that it is represented to contain.

(b) Moisture. Proceed as directed In
§ 141a.8 (b) of this chapter.

§ 141e.403 Bacltracin tablets; -inc
bacitracm tablets-(a) Potency. Pro-
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ceed as directed in § 141e.401 (a) ex-
cept § 141e.401 (a) (3) and in lieu of
the directions in § 141e.401 (a) (1)
(iii) place 5 tablets in a blending jar
and add thereto 125 milliliters of 1-
percent phosphate buffer pH 6.0. After
blending for 1 minute with a ngh-speed
blender, add an additional 125 milliliters
of buffer to the blender. Blend again for
1 minute and make the proper estimated
dilutions in 1-percent phosphate buffer
pH 6.0. The content of bacitracm or
zinc bacitracm is satisfactory if it con-
tains not less than 85 percent of the
number of units per tablet that it is
represented to contain.

(b) ,foisture. Proceed as directed in
§ 141a.5 (a) of this chapter.

§ 141e.404 Bacitracm troches; zinc
bacitracm troches-(a) Potency. Pro-
ceed as directed in § 141e.403 (a) The
average potency of the troche is satis-
factory if it is not less than 85 percent of
the number of units per troche that it is
represented to contain.

(b) Moisture. Proceed as directed in
§ 141a.5 (a) of this chapter.

§ 141e.405 Bacitracin witk vasocon-
strztor-(a) Potency. Proceed as di-
rected in § 141e.401 (a) except subpara-
graph (3) thereof. The potency of bacd-
tracm with vasoconstrictor is satisfactory
if it contains not less than 85 percent of
the number of units per contame3 it is
represented to contain.

(b) Moisture. Proceed as directed In
§ 141a.5 (a) of this chapter.

§ 141e.406 Bacitraem - tyrothricin
t r o c h es; zinc bacitracrn-tyrothrzncm
troehes-(a) Potency. Proceed as di-
rected in § 141e.403 (a) Its content of
bacitracm or zinc bacitracm is satis-
factory if it contains not less than 85
percent of the number of units per
troche that it is represented to contain.

(b) Moisture. Proceed as directed in
§ 141a.5 (a-) of this chapter.

§ 141e.407 Bacitracm-tyrothricm oznt-
ment. Proceed as directed in § 141e.402.
Its content of bacitracm is satisfactory
if it contains not less than 85 percent of
the number of units per gram it is rep-
resented to contain.

§ 141e.408 Bacitracm ophthalmc-
(a) Potency. Proceed as directed an
§ 141e.401 (a)

(b) Moisture. Proceed as directed in
§ 141a.5 (a) of this chapter.

(c) pH. Proceed as directed in
§ 141a.5 (b) of this chapter, using a solu-
tion prepared as directed in the labeling
for the drug.

(d) Sterility. Proceed as directed n
§ 141a.2 of this chapter, except that:

(1) Do not use pemcillinase or the
control tube in the test for bacteria.

(2) In lieu of the last sentence of
§ 141a.2 (b) of this chapter, the batch
meets the requirements of the test for
bacteria if no tube shows growth.

(3) In lieu of the last sentence of
§ 141a.2 (c) of this chapter, the batch
meets the requirements of the test for
molds and yeasts if no tube shows
growth.

§ 141e.409 Bacitractn-polymyxin ozat-
nent-(a) Potency-) Bacitracin con-

tent. Proceed as directed an § 141e.402
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(a) Its content of bacitracin Is catl-
factory if it contains not less than 05
percent of the number of units par gram
that It is represented to contain.

(2) Polymyxin content. Proceed as
directed an § 141b.112 (b) (1) of this
chapter, except in lieu of the directions In
subdivision (vii) for the preparation of
the sample, prepare the sample as fol-
lows: Accurately weigh approximately 5
grams and transfer to a sepamtory fun-
nel containing approximately 50 milli-
liters of peroxide-free ether. Shake with
four 25-milliliter portiis of 1.0-percent
phosphate buffer (pH 6.0) and combine
the extracts. Its content of polymy:xn
Ls satisfactory if It contains not lez than
85 percent of the number of units per
gram that it is represented to contain.

(b) Moisture. Proceed as directed In
§ 141a.8 (b) of this chapter.

§ 141e.410 Bacitracn-ncomcin tab-
lets; znc bacitraclu-neonyezm tablets-
(a) Tablets-i) Potency-U) Bacitra-
cm or zinc bacitracin content. Preceed
as directed in § 141e.403 (a) Its con-
tent of bacitracin or zinc bacitracin as
satisfactory if it contains not lezs than
85 percent Of the number of units per
tablet that it is represented to contain.

(l) Neomycin content. Place 5 tablets
in a blending jar and add thereto 20D
milliliters of a 500-milliliter quantity of
0.10-percent phosphate buffer pH 8.0.
After blending for 1 minute with a high-
speed blender, add the remainder of the
buffer. Blend again for 1 minute and
make the proper estimated dilutions in
the buffer and proceed as directed in
paragraph (b) (1) of this section. Its
content of neomycin is satisfactory if it
contains not less than 85 percent of the
number of milligrams of activity that It
is represented to contain.

(2) Mroisture. Proceed as directed In
§ 141a.5 (a) of this chapter.

(b) Neomycin used in maTLng the
tablets-(1) Potenc-I) Cyy linders
(cups) Use cylinders described under
§ 141a.1 (a) of this chapter.

(11) Culture medium. Use the medium
described in § 141a.1 (b) (1) of this
chapter for both the base and ,ecd layers,
except its pH after sterilization Is 7.8 to
8.0.

(III) Working standard. Dry the
working standard (obtained from the
Food and Drug Administration) for 3
hours at 60" C. and a pressure of 5 milli-
meters or less and weigh out a sufilclent
quantity to make a convenient stoc'-
solution by diluting with a 0.1 M potaus-
sium phosphate buffer, pH 7.8 to 8.0
The stock solution, when stored at a
temperature of approximately 15" C.. or
less, may be used for a period not ex-
ceeding 1 month.

(iv) Standard curve. Prepare daily
from the stock solution a standard curve
as directed in § 141b.101 (d) of this
chapter, using solutions of the neomycin
working standard in 0.1 ZI potasslum
phosphate buffer, pH 7.8 to 8.0. in con-
centrations of 4.0, 6.0, 8.0, 10.0, 12.0, 15.0,
and 20.0 micrograms per milliliter. The
10.0 micrograms per milliliter concentra-
tion is used as the reference point.

(v) Preparation of test organism.
The test organism is L pyogenes var.
aureus (P. C. L 209-P or American TYpo

$cg7

Culture Collection 653SP) which is main-
tnined on agar dezcribed in § 141a-1 (b)
(1) of tis chapter. From a stok slant
inoculate a Rou= bottle containing this
same agar and Incubate for 2t- hours at
320 C. to 35 ° C. Wash the resulting
growth from the agar surface with about
100 mlliliters of sterile distilled water.
Standardize this suspension by deter-
mining the dilution which will permit 30
p2rcent light transmlssion through a fil-
ter at 6500 Angstrom units In a photo-
electric colorimeter. The susp ion
may be used for 2 wees, if it is stored at
a temperature of 153 C. or less.

(vi) Preparation of plates. Using the
agar described in subdivision (li) of this
subparagraph and approximately a 0.5
percent incculum of the suspeson
descrlb-d in subdivision (v) of thu
subparagraph, prepare the plates as
directed in r. 141a.1 (e) of this chapter.

(vii) Ascay. Dlsolve volumetncally
in 0.1 MT potasssium phosphate buffer,
pH 7.8 to 8.0, the sample to ha tested
to mnThe . convenient stock solu-
tion. Further dilute volumetricaly this
solution with 0.1 MT potassium phos-
phate buffer, pH 7.8 to 8.0, to a final
concentration of 10.0 micrograms (esti-
matcd) per militer and proceed as
directed in § 141b.101 (h) and (I) of this
chapter.

(2) Toxicity. Proceed as directed in
§ 141a.4 of this chapter, usm 0.5 milli-
liter of a solution prepared by diluting
the sample to approximately 200 micro-
grams per milliliter with physiological
salt solution.

(3) Moisture. Proceed as directed in
§ 141a.5 (a) of this chapter.

(4) pH. Proceed as directed in
§ 141a.5 (b) of this chapter, using a solu-
tion containing 33 milligrams per milli-
liter.

. 141e.411 BacitracIa-neomycin rmnt-
ment; zine bactracn-neomycm ont-
ment-a) Potncy--(1) Bacitraa or
.Ine bacitracin content. Proceed as di-
rected in , 141e.402 (a). Its content of
bacitracin or zinc bacitracin is satis-
factory f It contains not less than 85
percent of the number of units per gram
that It is represented to contain.

(2) Ncomycin content. Prepare the
s-mple as directed in t 141a.8 (a) of this
chapter, except in lieu of potassium
phosphate buffer use 0.10 ,M phosphate
buffer (pH 7.8--3.0) and proceed as di-
rected in § 141e.410 (b) (1). Its content
of neomycin is satisfactory if it confains
not lez than 85 percent of the number
of milligrams that it is represented to
contain.

(b) Mbist.'re. Proceed as directed in
§ 141a.8 (b) of this chapter.

§ 141e.412 Bacitracin-po yrnyzna tab-
let,-(a) Potencij-(1) Bacitracm con-
tent. Proceed as directed in § 141e.403
(a). Its content of bacitracin is satis-
factory if it contains not les than 85
percent of the number of units it is rep-
resented to contain.

(2) Polymnyxin content Using anli-
quot of the solution prepared in accord-
ance with subparagraph (1) of this par-
agraph, proceed as directed in § 141h.112
(a) (1) (I) of this chapter. Its content
of polymyzin Is satisfactory if it con-
tains not less than 85 percsnt of the
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number of units it is represented to containing 1,000 units of bacitracm ac-
contain. tivity per mouse.

(b) Moisture. Proceed as directed m (c) Moisture. Proceed as directed in
§ 141a.5 (a) of this chapter. § 141a.5 (a) of tins chapter.

§ 141e.413 Bacitracin-neomycrn tro- (d) VH. Proceed as directed in
ches; zinc bacitraczn-neomycn tro- § 141a.5 (b) of this chapter, using a satu-
ches-(a) Potency-(1) Content of bacz- rated aqueous solution containing ap-
traczn and zinc bacitracin. Proceed as proximately 50 milligrams per milliliter.
directed in § 141e.404 (a) Its content § 141e.417 Powder bacitraczn meth-
of bacitracin or zinc bacitracmi is satis- ylene disalicylate and streptomycin sul-
factory if it contains not less than 85 fate oral -vetermary-(a) Potenc?-(1)
percent of the number of units per tro- Bacitracn content. Proceed as directed
che that it is represented to contain, in § 141e.401 (al, except in lieu of the

(2) Neomyczn content. Proceed as directions for preparing the sample in
directed in § 141e.410 (a) (1) (ii) Its § 141e.401 (a) (1) (ii) prepare the sam-
content of neomyci is satisfactory if it ple as follows: Place an accurately
contains not less than 85 percent of the weighed sample of approximately 5
number of milligrams that it is repre- grams in a blending jar, add 40 milli-
sented to contain, liters of 2.0-percent sodium bicarbonate

(b) Moisture. Proceed as directed in and swirl until the sample is thoroughly
§ 141a.5 (a) of this chapter. wetted. Allow to stand for 15 minutes

§ 141e.414 Bacitracz-neomyci with with occasional swirling. After standing
vasoconstrctor-(a) Potency-(1) Bact- for 15 minutes, add 30 milliliters of I-
tracin content. Proceed as directed in percent po asslum phosphate buffer at
§ 141e.405 (a) Its content of bacitracm pH 6.0 and allow to stand for 1 hour,§ 14e.45 () Is cntet o baitrcin with occasional swirling. Add 30 milli-
is satisfactory if it contains not less than italo of acetone and blend for 2 minutes;
85 percent of the number of units that it o stand for 2 minutes and reblend
Is represented to contain. alwt tn o iue n eln

(2) Neomycn content, Proceed as for 2 minutes. Allow to settle for 15
minutes, and filter through filter paper

directed in § 141e.410 (b) (1) Its con- on a Buchner funnel. Remove an aliquot
tent of neomycin is satisfactory if it of the filtrate and add sufficient semi-
contains not less than 85 percent of the carbazide 1.0-percent solution, at pH
number of milligrams it is represented 6.5-7.0, to inactivate (1 hour at room
to contain, temperature) the streptomycin con-

(b) Moisture. Proceed as directed in tamed in the solution. After mnactiva-
§ 141a.5 (a) of this chapter. t tion, remove an aliquot of this solution

§ 141e.415 Bacitracm-polymyxzn tro- and dilute to 1 unit per milliliter with
ches; zinc bacitraczn-polymyxin ire- 1.0-percent phosphate buffer. Its po-
ches-(a) Potency-(1) Polymyxzn con- tency is :satisfactory- if it contains not
tent. Dissolve 5 troches in a small less than 85 percent of the units of baci-
amount of 1-percent phosphate buffer tracin. activity that it is represented to
pH 6.0, then add sufficient~buffer to'give contain.
a concentration of 100 units per milliliter (2) Streptomycn content. Proceed as
and proceed as directed in § 141b.112 (b) directed in § 141b.101 of this chapter. Its
(1) of this chapter. Its content of poly- content of streptomycin is satisfactory if
myxin is satisfactory if it contains not it contains not less than 85 percent of
less than 85 percent of the number of the number of milligrams of streptomy-
units that it is represented to contain. cm activity per gram that it is repre-

(2) Content of bacitracm and zinc sented to contain.
bacitracm. Using an aliquot of the solu- (b) Moisture. Using a 1.0-gram sam-
tion prepared in subparagraph (1) of ple, proceed as directed in § 141a.5 (a)
this paragraph, proceed as directed m of this chapter.
§ 141e.401 (a) (1) Its content of bac- § 141e.418 Zinc bacitracmn (bacitracin
tracin or zinc bacitracin is satisfactory zinc salt)-(a) Potency. Proceed as di-
if it contains not less than 85 percent rected in § 141e.401 (a) (1) except pre-
of the number of units that it is repre- Pare the sample as follows: Suspend -an
sented to contain. accurately weighed sample .of approxi-

(b) Moisture. Proceed as directed in mately 100 milligrams in 5 milliliters of
§ 141A.5 (a) of this chapter. distilled water. Add 0.5 milliliter of 3 N

§ 141e.416 Bacitracm methylene di- HC1, stir until the sample is dissolved,
salicylate-(a) Potency. Proceed as di- and transfer to a 100-milliliter volu-
rected in § 141e.401 (a) (1), except in metric flash and make to volume with
lieu of the directions for preparing the distilled water. Dilute an aliquot of this
sample in § 141e.401 (a) (1) (ii) prepare solution to 1.0 unit per milliliter (esti-
the sample as follows: Place an accu- mated) with 1-percent phosphate buffer.
rately weighed sample of approximately (b) Toxicity. Administer orally, by
1 gram in a blending jar, add 99 milli- means of a cannula or other suitable de-
Viters of an aqueous solution of 2-percent vice, to each of 5 mice within the weight
sodium bicarbonate and 1 milliliter of a range of 18-25 grams, 0.5 milliliter of a
10-percent aqueous solution of poly- water suspension of the drug containing
sorbate 80 and blend for 3 minutes in a 4.000 units per milliliter. If no animal
high-speed blender. Allow the foam to dies within 48 hours, the sample Is non-

t the toxic. If one or more animals die within
subside, remove an aliquot of the solu- 48 hours, repeat the test with 5 unused
tion, and dilute to 1 unit per milliliter mice weighing 20 grams (±0.5 gram
with 1-percent phosphate buffer, each) if all animals survive the repeat

(b) Toxicity. Proceed as directed in test, the sample is nontoxic.
§ 141d.305 (b) of this chapter, using as (c) Moisture. Proceed as directed in
the test dose 1 milliliter of a suspension § 141a.5 (a) of this chapter.

(d) pH. Prepare a saturated solu-
tion, using approximately 100 milli-
grams of the sample per milliliter, and
proceed as directed In § 141a.5 (b) of
tis chapter.

(e) Zinc tontent-(1) Reagents-(l)
8-hydroxyqumoline. Dissolve 5.0 grams
of 8-hydroxyquinoline In 12 milliliters of
acetic acid. Dilute to 100 milliliters
with distilled water and filter If not
clear. Do not use this solution If It Is 2
weeks old,

(ii) Ammonmum acetate solution (ap-
proximately 2 N) Dissolve 150-160
grams of ammonium acetate In 1 liter of
distilled water and filter if not clear.

(iii) 10-percent acetic acid. Add 1
part of acetic acid to 9 parts of water.

(2) Procedure. Accurately weigh ap-
proximately 500 milligrams of the sam-
ple In a 400-milliliter beaker. Dissolve
the sample In 5 milliliters of 10-percent
acetic acid and dilute to about 100 milli-
liters with distilled water. Heat the
solution to 70 ° C.-900 C. and then add 10
milliliters of the 8-hydroxyquinoline re-
agent. Slowly add the ammonium ace-
tate solution until a pH of 4.9-5.1 is
reached (usually about 20 milliliters is
required) Heat just below the boiling
point for 2-5 minutes and then allow to
cool for 30-60 minutes. Filter through
a tared Gooch crucible, wash the precipi-
tate thoroughly with distilled water, and
dry to constant weight at 130 ° C.-140° C.
Calculate the percentage of zinc content
as follows:
Percentz weight of precipitate X 18.40

wetzinc=wh of sample in millgrams

§ 141e.419 Bacitracin-neomycin-poly-
myxin troches; zinc bacitracin-neomy-
czn-polymyxin troches-(a) Potency-
() Neomycin content. Proceed as di-
rected in § 141e.410 (a) (1) (ii) Its
content of neomycin is satisfactory If
It contains not less than 85 percent of
the number of milligrams of activity that
it Is represented to contain.

(2) Polymyxin content, Proceed as di-
rected In § 141e.415 (a) (1), except cal-
culate from the quantity of neomycin
found (using the method prescribed in
subparagraph (1) of this paragraph) the
quantity of neomycin that, would be
present when the sample Is diluted to
contain 100 units of polymyxin (labeled
potency) per milliliter. Prepare the
polymyxin standard curve by adding this
calculated quantity of neomycin to each
concentration of polymyxin used for the
curve. Use this standard curve to cal-
culate the polymyxin content of the
sample. Its content of polymyxin is
satisfactory If It contains not less than
85 percent of the number of units that
it is represented to contain.

(3) Content of bacitracin or zinc bacd-
tracin. Using an aliquot of the solution
prepared In subparagraph (2) of this
paragraph, proceed as directed In
§ 141e.401 (a) (1) Its content of baoi-
tracin or zinc bacitracin Is satisfactory
if It contains not less than 85 percent of
the number of units that It Is represented
to contain.

(b) Moisture. Proceed as directed In
§ 141a.5 (a) of this chapter.

§ 141e.420 Bacitracin-tyrothricn-neo-
mycin troches; zine bacitraein-tyrothr.
cin-neomycin troches; potency and
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mozsture. Proceed as directed in § 141e.
413 (a) and (b)

§.141e.421 Bacitraczn-neomczn-poIl-
myxzn tablets-(a) Potency-C() Bact-
traczn content. Proceed as directed In
§ 141e.403 (a) Its content of bacitracm
is satisfactory if it contains not less than
85 percent of the number of units per
tablet that it is represented to contain.

(2) Neomycin content. Proceed as
directed in § 141eA10 (a) (1) (ii) Its
content of neomycin is satisfactory if it
contains not less than 85 percent of the
number of milligrams of activity per tab-
let that it is represented to contain.

(3) Polyimyxzn content. Proceed as
-directed in § 141b.112 (a) (1) (ii) of this
chapter, except calculate from the quan-
tity of neomycin found (using the meth-
od prescribed in subparagraph (2) of this
paragraph) the quantity of neomycin
that would be present when the sample
is diluted to contain 100 units of poly-
myxn (labeled potency) per milliliter.
Prepare the polymyxin standard curve
by adding this calculated quantity of
neomycin to each concentration of poly-
myxin used for the curve. Use this
standard curve to calculate the polymyx-
in content of the sample. Its content of.
polymyxin is satisfactory if it contains
not less than 85 percent of the number
of units per tablet that it is represented
to contain.

(b) Moisture. Proceed as directed in
§ 141a.3 (a) of this chapter.

§ 141e.422 Bacitracin-polymyxin-neo-
myczn orntment-(a) Potency-(-) Bac-
itracm content. Proceed as directed in
§ 141e.409 (a) (1) Its content of bac-
itracin is satisfactory if it contains not
less than 85 percent of the number of
units per gram that it is represented to
contain.

(2) Polymyxzn content. Proceed as
directed in § 141e.409 (a) (2) except
calculate from the quantity of neomycin
found (using the method prescribed in
subparagraph (3) of this paragraph) the
quantity of neomycm that would be pres-
ent when the sample is diluted to contain
100 units of polymyxm (labeled potency)
per milliliter. Prepare the polymyxin
standard curve by adding this calculated
quantity of neomycin to each concentra-
tion of polymyxn used for the curve.
Use this standard curve to calculate the
polymyxin cpntent of the sample. Its
content of polymyxin is satisfactory if it
contains not less than 85 percent of the
number of units that it is represented to
contain.

(3) Neomyczn content. Proceed as
directed in § 141e.411 (a) (2) Its con-
tent of neomycin is satisfactory if it con-
tams not less than 85 percent of the
number of milligrams that it is repre-
sented to contain.

(b) Moisture. Proceed as directed in
§ 141a.8 (b) of this chapter.

§ 141e.423 Soluble bacitracm methyl-
ene disalicylate-(a) Potency. Proceed
as directed in § 141e.401 (a) (1) except
in lieu of the directions for preparing the
sample in § 141e.401 (a) (1) eif) prepare
the sample as follows: Place an accu-
rately weighed sample of approximately
1 to 5 grams in a 100-milliliter volu-
metric flask, dissolve in water, and dilute
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to 100 milliliters with water. Dilute a
sultable aliquot with 1-percent phos-
phate buffer to a concentration of 1 unit
per milliliter. Its potency Is saticfactory
if it contains not less than 85 percent of
the bacitracin activity per pound that It
is represented to contain.

(b) Moisture. Proceed as directed In
§ 141a.5 (a) of this chapter.

(c) pH. Proceed as directed In
§ 141a.5 (b) of this chapter, using a coln-
tion containing 200 units per milliliter.

§ 141e.424 Bacitraczn-neomycin-poly-
myxin witl. vascconstrictor-(a) Po-
tency. Prepare the drug as directed in
its labeling and proceed as follows:

(1) Bacitracin content. Proceed n
directed in § 141e.401 (a). Its content of
bacitracin Is satisfactory if it contains
not less than 85 percent of the number
of units per milliiter that It Is repre-
sented to contain.

(2) Neomycin content. Proceed as di-
rected in § 141e.410 (b) (1) Itz content
of neomycin Is satisfactory if It contains
not less than 85 percent of the number
of milligrams per milliliter that it Is rep-
resented to contain.

(3) Polymyxin B content. Prcced as
directed in § 141b.112 (b) (1) of this
chapter, except that:

(I) Calculate from the quantity of
neomycin found (using the method pre-
scribed in subparagraph (2) of this par-
agraph) (the quantity of neomycin that
would be present when the sample is
diluted to contain 100 units of polymyxin
B (labeled potency) per milliliter. Pre-
pare the polymin standard curve by
adding this calculated quantity of neo-
mycin to each concentration of poly-
myxln used for the curve. Use this
standard curve to calculate the poly-
myxin content of the sample.

(ii) If the Eample contains sodium
ethylmercurlthlosallcylate, incorporate
0.03 percent thioglycollo acid In the reed
layer just before preparing the plates.

(ili) Its content of polymyxin B is
satisfactory if It contains not less than
85 percent of the number of units per
milliliter that it is represented to
contain.

(b) Moisture (dry components of the
drug) Proceed as directed in § 141a.5
(a) of this chapter.

a 141e.425 Bacitracin poirder-a
Potency. Proceed as directed in
§ 14le.401 (a) (1), except in lieu of the
directions for preparing the sample in
§ 141e.401 (a) (1) (i) prepare the
sample as follows: Place an accurately
weighed sample of approximately 1 to 5
grams m a 100-milliliter volumetric flask,
dissolve in water, and dilute to 100 mil-
liliters with water. Dilute a suitable
aliquot with 1-percent phosphate buffer
to a concentration of 1 unit per millil-
ter (estimated) Its potency is satlsfac-
tory if it contains not less than 85 per-
cent of the number of units of bacitracin
per pound that it Is repreented to
contain.

(b) Moisture. Proceed as directed In
§ 141a.5 (a) of this chapter.

§ 141e.426 Tablets bacltracln, meth-
ylene disalicylate and streptonyctrn
sulfate oral retcrinary-a) Potency--
(1) Bacitracin contcnt. Use 0 finely

powdered tablets and proceed as directed
in § 141e.417 (a) (1) Its bacitracm.
activity is satisfactory if It Is not lezs
than 85 percent of that which it is rep-
rezented to contain.

(2) Strmptomycin content. Proceed as
direvted In § 141b.109 (a) (1) of this
chapter. Its streptomycln activity is sat-
isfactory if It Is not less than 85 percent
of that vhich it Is represented to con-
taln.

(b) Moisturc. Proceed as directed in
§ 141a,5 (a) of this chapter.

P,%rT 14G-GuN=Mx EnUGx.Axo::-S Fon n
CenRmcx A ..o Or Ais rlorc mwna Ar.Ti-
rnoric-Co:zzTAn.7;G D=oS

146.1 Definitions and Interpretations.
140.2 Reque:to for rcrLdng standards and

ccrtiflcatIon: Information and
camplca required.

14.3 Certification.
146.4 Conditlona on the effectiveneez of

cartificatez.
140.5 Recordz of dLrbutIon.
146.6 Authority to refuze certlfication

sevice.
140.7 Iew antiblotIc and antiblotic-con-

tanng prcduftz.
140G.8 1ees.
140 Antlblottca for agricultura uze.
140.10 AntiblotIcs for export.
140.18 rzemptlona for labelng.
140.19 ~esmptiono for toraZg.
146.20 Exemptlona for prcce=snm.
140-1 EzemptIons for repaching.
146.22 Ezemptlona for manufacturIng use.
146.2 Exemptlon for Investglatlonal use.
14621 FenIclhin for diagnos+Ac uze; strep-

tomycln for diagn0tc uze; dl-
bydrostreptomycln for dnostic
uze; chlortetracycllne for diag-
nostic =se; tetracycllne for ding-
nostlc uc; cbloramphenlcol for
diagnotlc use; bacitracin for df-
anLt ua.

146025 PenIcillin for usa in an1ma feed;
otreptomycin for us3 In an-s
fced; dihydrcetreptomycin for uze
in nil feced; chlortet acycline
for uzo In animl feed; chioram-
phenlcol for use In animal feed;
bacltracln for uzs in animal feed;
bacltraein methylene dicalcylate
for uzs In animal fed..

140.20 Ania3 fccd containing penicillin;
animal fcd containing streptomy-
cn: animal feed containing dlhy-
droatreptomycln; animal feed con-
taining chlortetracyclne; anl
f-c:l continlng tetracyclne; ani-
ma feed containing chloramphen-
1col; anim31 fcd containing bael-
tracin; animal fced containing
becltracin methylene diallcylate.

14627 Antiblotic3 for Bzh dtsaes.
14023 AntIbiotics for bull semen.
146.3 Blological drugs that contain anti-

blotic:.
Aurnornv: jI 146.1 to 146.23 izued under

cec. 701, 52 Stat. 1055; 21 U. S. C. 371. Inter-
pret or apply ccc. &5i7. 59 Stat. 4C3, a3
amended; 21 U. S. C. 357.

§ 146.1 Definitions and inferpreta-
itOns. For the purpoze of the regulations
in this part:

(a) Each of the several antibiotIc sub-
stances (e. g. penicillin F, penicillin G,
penicillin Z) produced by the growth of
PenicIllum notatum or Penicillium
chrysogenum, and each of the same sub-
stances produced by any other means, is
a kind of panicillin.

(b) Each of the several antibiotic sub-
stances produced by the growth of Strep-
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tomyces griseus, and each of the same
substances produced by any other means,
is a kind of streptomycin.

(b-1) Each of the antibiotic sub-
stances produced by hydrogenation of
streptomycin and each of the same sub-
stances produced by any other means is
a kind of dihydrostreptomycm.

(c) Each of the several antibiotic sub-
stances produced by the growth of Strep-
tomyces aureofaciens, and each of the
same substances produced by any other
means, is a kind of chlortetracycline.

(c-1) Each of the -several antibiotic
substances produced by the hydrogena-
tion of chlortetracycline and each of the
same substances produced by any other
means is a kind of tetracycline.

(d) Each of the several antibiotic sub-
stances produced by the growth of Strep-
lhs subtilis var. Tracy, and each of the
same substances produced by any other
means, Is a kind of chloramphenicol.

(e) Each of the several antibiotic sub-
stances produced by the growth of Bacil-
lus subtilis var. Tracy, and each of the
same substances produced by any other
means, is a kind of bacitracm.

(f) The term "penicillin G master
standard" means a specific lot of crystal-
line sodium penicillin G (sodium peni-
cillin II) which is designated by the
Commissioner as the standard of com-
parison in determining the potency of
the penicillin G working standards. The
term "penicillin 0 master standard"
means a specific lot of crystalline potas-
sium penicillin 0 standardized by the
penicillin G master standard and which
is designated by the Commissioner as
the standard of comparison in deter-
mining the penicillin 0 content of the
penicillin 0 working standard. The
term "penicillin V master standard"
means a specific lot of crystalline penicil-
lin V which is designated by the Com-
missioner as the standard of comparison
In determining the potency of the pen-
icillin V working standard.

(g) The term "streptomycin master
standard" means a specific lot of crystal-
line trihydrochloride calcium chloride
salt of streptomycin which is designated
by the Commissioner as the standard of
comparison in determining the potency
of the streptomycin working standard.

(h) The term "dihydrostreptomycin
master standard" means a specific lot of
crystalline dihydrostreptomyom sulfate
which is designated by the Commissioner
as the standard of comparison in deter-
mining the potency of the dihydrostrep-
tomycin working standard.

(I) The term "chlortetracycline mas-
ter standard" means a specific lot of
crystalline chlortetracycline hydrochlo-
ride which is designated by the Commis-
sioner as the standard of comparison in
determining the potency of the chlortet-
racycline working standard.

(i-1) The term "tetracycline master
standard" means a specific lot of crystal-
line tetracycline hydrochloride which is
designated by the Commissioner as the
standard of comparison in determining
the potency of the tetracycline working
standard.

(J) The term "choramphenicol mas-
ter standard" means a specific lot of
crystalline chloramphenicol which is

designated by the Commissioner as the
standard of comparison in determining
the potency of the chloramphenicol
working standard.

(k) The term "bacitracin master
standard" means a specific lot of baci-
tracin which is designated by the Com-
missioner as the standard of comparison
in determining the potency of the baci-
tracin working standard.

(1) The term "unit," applied to peni-
cillin means a penicillin activity con-
tamed in 0.6 microgram of the penicillin
G master standard, except the term
"unit" applied -to penicillin V means a
penicillin activity contained in 0.59 mi-
crogram of the penicillin V master
standard, the term "penicillin potency"
means the number of such units in a
specified quantity of a substance. The
term "unit" applied to bacitracin means
a bacitracm activity contained in 23.8
migrograms of the bacitracin master
standard after it is dried for 3 hours at
60' C. and a pressure of 5 millimeters or
less; the term "bacitracin potency"
means the number'of such units m a
specified quantity of a substance.

(in) The term "microgram" applied to
streptomycin means the streptomycin
activity (potency) contained in 1.38
micrograms of the streptomycin master
standard after it is dried for 4 hours at
560 C. and a pressure, of 50 microns or
less. The term "microgram" applied to
dihydrostreptomycin means the dihydro-
streptomycin activity (potency) con-
tained in 1.25 micrograms of the dihydro-
streptomycin master standard after it is
dried for 4 hours at 1000 C. and a pressure
of 50 microns or less. The term "micro-
gram" applied to chlortetracycline
means the chlortetracycline activity
(potency) contained in 1.0 microgram
of the chlortetracycline master standard.
The term "microgram" applied to'tet-
racycline means the tetracycline activity
(potency) contained in 1.0 microgram
of the tetracycline master standard.
The term "microgram" applied to chlor-
amphenicol means the chloramphenicol
activity (potency) contained m 1.0
microgram of the chloramphenicol mas-
ter standard.

(n) The term "penicillin G working
standard" means a specific lot of a homo-
geneous preparation of one or more salts
of penicillin G; the term "penicillin 0
working standard" means a specific lot
of a homogeneous preparation of potas-
sium penicillin 0; the term "penicillin V
working standard" means a specific lot of
a homogeneous preparation of penicillin
V the term "streptomycin working
standard" means a specific lot of a
homogeneous preparation of one or more
streptomycin salts; the term "dihydro-
streptomycin working standard" means
a specific lot of a homogeneous prepara-
tion of one or more dihydrostreptomycin
salts; the term "chlortetracycline work-
ing standard" means a specific lot of a
homogeneous preparation of one or more
chlortetracycline salts; the term "tetra-
cycline working standard" means a spe-
cific lot of a homogeneous preparation
of one or more, tetracycline salts; the
term "chloramphemcol working stand-
ard" means a specific lot of a homoge-
neous preparation of one or more

chloramphenicols; the term "bactracin
working standard" means a specific lob
of a homogeneous preparation of one or
more bacitracins. The potency or puri-
ty of each preparation has been deter-
bined by comparison with its master
standard, and each has been designated
by the Commissioner as working stand-
ards for use in determining the potency
or purity of drugs subject to the regula-
tions in this part.

(o) The term "batch" means a spe-
cific homogeneous quantity of a drug,

(p) The term "batch mark" means an
identifying mark or other identifying de-
vice assigned to a batch by the manu-
facturer or packer thereof.

(q) The term "Commissioner" means
the Commissioner of Food and Drugs and
any other officer of the Food and Drug
Administration whom he may designate
to act In his behalf for the purposes of
the regulations In this part.

(r) The term "U. S. P." means the
official Pharmacopela of the United
States, including supplements thereto.
The term "N. F" means the official Na-
tional Formulary, including supplements
thereto.

(s) The term "manufacture" does not
include the use of a drug as an ingredient
in compounding any prescription issued
by a practitioner licensed by law to ad-
nmnister such drug.

(t) All statements, samples, and other
Information and materials submitted in
connection with a request for certifica-
tion shall be considered to be a part of
such request.

(u) The definitions and interpreta-
tions of terms contained In section 201 of
the Federal Food, Drug, and Cosmetic
Act shall be applicable to such terms
when used in the regulations in this part,

(v) Except as specifically provided by
§§ 146.8 to 146.23, Inclusive, no provision
of any section in this part shall be con-
strued as exempting any drug from any
applicable provision of the act or other
regulation thereunder.

(w) The regulations in Parts 141a,
141b, 141c, 141d, and 141e of this chap-
ter prescribing tests and methods of
assays shall not be construed as prevent-
ing the Commissioner from using any
other test or method of assay In his in-
vestigations to determine whether or
not:

(1) A request for certifcation contains
any untrue statement of a material fact;
or

(2) A certification has been obtained
through fraud, or through misrepresen-
tation or concealment of a material fact.

(x) Wherever the potency of an anti-
biotic drug included in the regulations
in this chapter is expressed in terms of
weight, such potency shall be equivalent
to that contained In the same weight of
the master standard of the drug.

§ 146.2 Requests for working stand-
ards and certification, information and
samples required. (a) A request for
certification of a batch shall be addressed
to the Commissioner and shall be in a
form specified by him. A request from
a foreign manufacturer shall be signed
by such manufacturer and by an agent
of such manufacturer who resides in the
United States.
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(b) The initial request for certification
of a batch of any drug submitted by any
person shall be preceded or accompanied
by a full statement of the facilities and
controls used to maintain the identity,
strength, quality, and purity of each
batch, including a description of (1) the
methods ana processes used in the manu-
facture of the drug; (2) the tests and
assays of the drug made during the
manufacture of the batch and after it is
packaged; and (3) the laboratory facili-
ties used in such controls. Such initial
request shall also be preceded or accom-
pained by the key of the batch marks
used by such person and by specimens of
all labeling (including specimens of all
brochures and other printed matter ex-
cept readily available medical publica-
tions, referred to in such labeling) to be
used for such drug. When any change
is made in any such facility or control,
or in any such key or labeling, such
person shall promptly submit to the
Commissioner a full statement of such
change or, in the case of changed label-
ing, specimens showing all such changes.

(c) Each sample submitted pursuant
to the regulations in tis part shall be
addressed to the Commissioner. Its
package shall. be clearly identified as to
its contents and shall bear the name and
post-office address of the person submit-
ting it.

(d) In addition to the information and
samples specifically required to be sub-
mitted to the Commissioner by the reg-
ulations in this part, the person who
requests certification of a batch shall
submit such further information and
samples as the Commissioner may require
for the purpose of investigations to de-
termine whether or not such batch com-
plies with the requirements of § 146.3
for the issuance of a certificate.

(e) Upon the request of any person,
stating reasonable grounds therefor, the
Commissioner shall furnish such person
with a portion of the working standards.

§ 146.3 Certification. (a) If it ap-
pears to the Commissioner, after such
investigation as he considers necessary,
that:

(1) The Information (including re-
sults .f tests and assays) and samples
required by or pursuant to the regula-
tions in this part have been submitted,
and the request for certification contains
no untrue statement of a material fact;
and

(2) The batch complies with the reg-
ulations in this part and conforms to
the applicable standards of identity,
strength, quality, and purity prescribed
by the regulations in this part;
the Commissioner shall certify that such
batch is safe and efficacious for use, sub-
ject to such conditions on the effective-
ness of certificates as are prescribed by
§ 146.4, and shall issue to the person who
requested it a -certificate to that effect.

(b) If the Commissioner determines,
after such investigation as he considers
to be necessary, that the information
submitted pursuant to the regulations in
this part, or the batch covered by such
request, does not comply with the re-
quirements set forth in paragraph (a)
of this section for the issuance of a cer-
tificate, the Commissioner shall refuse to
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certify such batch and shall glve notice
thereof to the person who requested cer-
tification, stating his reasons for refusal.

(c) Compliance of a drug with the
standards of Identity, strength, quality,
and purity prescribed by regulations in
this part shall be determined by the tests
and methods of assay prescribed for such
drug by regulations in Parts 141a to 141e
of this chapter.

§ 146.4 Condftion on the effcctivscss
of certificates. (a) A certificate shall not
become effective:

(1) If it is obtained through fraud or
through misrepresentation or conceal-
ment of a material fact;

(2) With respect to any pac:age un-
less It complies with the paclmglng re-
quirements, If any, prescribed by the reg-
ulations in this part which were in effect
on the date of the certificate;

(3) With respect to any package un-
less its label and labeling bear all words,
statements, and other information re-
quired by the regulations In this part; or

(4) With respect to any package of
penicillin, streptomycin, dihydrostrep-
tomycin, chlortetracycline, chloram-
phemcol, or bacitracin, when It is In-
cluded in a packaged combination with
another drug, unless such other drug
complies with the requirements of the
regulations in this part.

(b) A certificate shall cease to be effec-
tive:

(1) With respect to any Immediate
container after the expiration date, if
any, prescribed by the regulations In this
part;

(2) With respect to any Immediate
container when It or Its seal (if the regu-
lations in this part require It to be
sealed) is broken, or when Its label or
labeling is altered, mutilated, destroyed,
obliterated, or removed in whole or in
part, or ceases to conform to any labeling
requirement prescribed by the regula-
tions in this part, except that:

(I) If the drug in such container is re-
packed or used as an ingredient In the
manufacture of another drug, and certi-
fication of the batch thus made Is re-
quested, such certificate shall continue
to be effective for a reasonable time to
permit certification or destruction of
such batch;

(ii) If the drug is in a container pack-
aged for dispensing and is used in com-
pounding a prescrlption issued by a
practitioner licensed by law to admin-
ister such drug, such certificate vhall
continue to be effective for a reaonable
time to permit the delivery of the drug
compounded on such prescription; or

.ll) If Its label or labeling Is removed
in whole or In part for the purpose of
relabeling and supplemental certifica-
tion of the relabeled drug is requested,
as provided by § 146.18.

(3) With respect to any Immediate
container of penicillin when It Is in-
cluded in the packaged combination
penicillin with aluminum hydroxide gel
or penicillin with a vasoconstrictor, or
to any immediate container of bacltracin
when It is included in the packaged com-
bination bacitracin with a vasoconstric-
tor, except that when certification of the
batch so included is requested, such cer-
tificate shall continue to be effective for

a reasonable time to permit certification
of such batch which is part of such com-
bination;

(4) With respect to any package when
the drug therein falls to meet the stand-
ards of identity, strength, quality, and
purity which ware in effect on the date of
the certificate; except that those minor
changes which occur before the expra-
tion date and which are normaI and un-
avoidable in good storage and distribu-
tion practice shall be disregarded;

(5) With respect to any package of
penicillin, streptomycin, dihydrostrepto-
mycin, chlortetracycline, chloramphem-
col, or bacitracin, included in a packaged
combination with another drug, when
such other drug fails to meet the require-
ments of the regulations in this part; or

(6) With respect to any immediate
container, if such regulations require
Its labeling to bear a caution against
dispensing otherwise than on prescrip-
tion, at the beginning of the act of
dispensing or offering to dispense it
otherwise than:

(i) By a practitioner licensed by laTr
to administer such drug; or

(W) On his prescription Issued in his
professional practice.

§ 146.5 Records of distrilbuon. (a)
The person who requested certification
shall keep complete records showing each
shipment and other delivery (including
ex,.ports) of each certified batch or ;erT
thereof by such person or by any person
subject to his control. Such records
shall show the date and quantity of each
such shipment or delivery and the name
and post-ofilce address of the person to
whom such shipment or delivery was
made, and shall be kept for not less than
three years after such date.

(b) Upon the request of any officer or
employee of the Food and Drug Adminis-
tration, or of any other officer or em-
ployee of the United States acting on
behalf of the Secretary, the person to
whom a certificate Is issued shall at
all reasonable hours make such records
available to any such officer or employee
and shall accord to him full opportunity
to male Inventory of stocks of such
batch on hand and otherwise to check
the correctnezs of such records.

§ 146.6 Authority to refuse certifica-
tlon service. When the Secretary finds,
after giving notice and opportunity for
hearing, that a person has:

(a) Obtained or attempted to obtain
a certificate through fraud, or through
misrepresentation or concealment of a
material fact;

(b) FaLfied the records required to
be kept by § 146.5; or

c) Failed to keep such records or to
make them available, or to accord full
opportunity to make an inventory of
stoc1 s on hand or otherwise to check
the correctness of such records, as re-
quired by § 146.5, and such failure may
materially Impair the certification serv-
Ice;
the Secretary will immediately suspend
service to such person under the rezula-
tions in this part and will continue such
suspenzion unless and until such person
shows adequate cause why such service
should be resumed.
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§ 146.7 New antibiotic and antibzotic-
containing products. Any request that
the Secretary provide for the certifica-
tion of batches of a drug for which no
provision for certification is made in the
existing regulations in this part shall be
in a form specified by the Commissioner
and shall be accompanied by-

(a) A statement of the conditions for
which the person who makes such request
intends such drug to be used, and ade-
quate directions for use in each such con-
dition;

(b) Full reports of investigations
which have been made to show whether
or not such drug Is safe and efficacious
for use in such conditions;

(c) A full list of the articles used as
components of such drug;

(d) A full statement of the composi-
tion of such drug;

(e) A full'description of the methods
used in, and the facilities and controls
used for, the manufacture, processing,
and packing of such drug;

(f) A full description of, or references
to publications containing practical and
accurate tests and methods of assay to
determine the Identity, strength, qual-
ity, and purity of such drug;

(g) Such samples of such drug and
of the articles used as components there-
of as the Commissioner may require; and

(h) Specimens of all labeling (includ-
Ing all brochures and other printed mat-
ter, except readily available medical pub-
lications, referred to In such labeling)
proposed to be used for such drug.

§ 146.8 Fees. (a) Fees for the serv-
ices rendered under the regulations in
this part shall be such as are necessary
to provide, equip, and maintain an ade-
quate certification service.

(b) The fee for such services with re-
spect to each batch of a drug, certifica-
tionlof which is provided by.the regula-
tions in this part, is the fee prescribed
In the section relating specifically to such
drug, except that, In case of a supple-
mental request submitted pursuant to
the provisions of § 146.18, the fee shall
be $2.00.

(c) When the Commissioner considers
it necessary to make investigations of a
new penicillin, streptomycin, dihydro-
streptomycin, chlortetracycline, chlor-
amphenicol, or bacitracin product, on
which a request has been submited mn ac-
cordance with § 146.7, the fee for such
service shall be the cost thereof. In such
case the request shall be followed by
an advance deposit in such amount as
the Commissioner specifies, and there-
after such additional advance deposits
shall be made as the Commissioner esti-
mates may be necessary to prevent ar-
rears in the payment of such fee.

(d) A person requiring continuing cer-
tification services may maintain an ad-
vance deposit of the estimated cost of
such services for a two-month period.
Such deposit shall be debited with fees
for services rendered, but shall not be
debited for any fee the amount of which
is not definitely specified in the regula-
tions In this part unless the depositor
has previously requested the perform-
ance of the services to be covered by such
fee. A monthly statement for each such
advance deposit shall be rendered.

(e) The unearned portion of any ad-
vance deposit shall be refunded to the
depositor upon his application.

(f) Whenever In the Judgment of the
Commissioner the ratio between fees col-
lected (which are based upon experience
and the best estimate of costs and the
best estimate of earnings) and the costs
of providing the service during an
elapsed period of time, us the light of all
circumstances and contingencies, war-
rants a refund from the fund collected
during such period, he shall make rata-
ble refunds to those persons to whom
the services were rendered and charged,
except for those services described un-
der § 146.18.

(g) All deposits and fees required by
the regulations in this part shall be paid
by money order, bank draft, or certified
check drawn to the order of the Treas-
urer of the United States, collectible at
par at Washington, D. C. All such de-
posits and fees shall be forwarded to the
Food and Drug Administration, Depart-
ment of Health, Education, and Welfare,
Washington 25, D. C., whereupon after
making appropriate records thereof they
will be transmitted to the Chief Disburs-
ing Officer, Division of Disbursement,
Treasury Department, for deposit to the
special account "Certification and In-
spection Services, Food and Drug
Administration."

§ 146.9 Antibiotics for agricultural
use. An article that contains one or more
of the antibiotic substances described in
this part and intended solely for appli-
cation to plants for the control of plant
diseases caused by, microorganisms and
conspicuously so labeled is not subject
to the requirements of sections 502 (1)
and 507 of the Federal Food, Drug, and
Cosmetic Act, if it contains one or more
suitable denaturants that make it unfit
for drug use; but us no case shall it be
exempt from the requirements of sec-
tions 502 (1) and 507 of the act if it is
represented or intended to be admin-
istered to man or other animals for the
cure, mitigation, treatment, or preven-
tion of disease or as an animal feed
supplement.

§ 146.10 Antibzotics for export. Drugs
containing penicillin, streptomycin, di-
hydrostreptomycm, chlortetracycline,
tetracycline, chloramphenicol, or baci-
tracin intended for export will be certi-
fied notwithstanding failure to meet the
labeling requirements of the applicable
monographs if the labeling used for such
drugs complies with the following con-
ditions:

(a) It has been approved before use
by the government authorities of the
country to which the drugs are intended
for export; and

(b) Such labeling represents that such
drugs are for use only in those conditions
for which they are certified for domestic
distribution.

§ 146.18 Exemptions for labeling. (a)
Except as provided by paragraphs (c)
and (d) of this section, a shipment or
other delivery of a drug which is to be
labeled at an establishment located else-
where than at the place of manufacture
shall be exempt, during the time of in-
troduction into and movement in inter-

state commerce and the time of holding
in such establishment, from the require-
ments of section 502 (1) of the act if the
labeling of each shipping container bears
the batch mark of the drug, the num-
ber of units per package, the expiration
date, and If the person who introduced
such shipment or delivery Into interstate
commerce holds a permit from the Com-
missioner authorizing shipment for la-
beling in such establishment.

(b) (1) An application for such a per-
mit shall be in a form specified by the
Commissioner, and shall give the name
and location of the establishment In
which such labeling Is to be done.

(2) In case the applicant is the oper-
ator of such establishment, the applica-
tion shall Include a written agreement
signed by him that he will request cer-
tification of each batch from which any
shipment or delivery Is made to such
establishment unless it is exempt under
section 801 (d) of the act or § 146,23;
that he will not remove any of such drug
from such establishment unless It com-
plies with section 502 (1) of the act or
is so exempt, or if certification is refused,
unless It is returned within a reasonable
time to permit reprocessing and certifica.
tion, destruction, or such exemption at
the establishment where it was manu-
factured; that he will keep complete rec-
ords showing the date, quantity, and
batch mark of each such shipment and
delivery and the disposition thereof; that
he will make such records available to
any officer or employee of the Food and
Drug Administration at any reasonable
hour within three years after the date
of such disposition; and that he will ac-
cord full opportunity to such officer or
employee to make Inventories of stocks
on hand and otherwise check the cor-
rectness of such.records.

(3) In case the applicant is not the
operator of such establishment such ap-
plication shall Include or be accompa-
nied by.

(1) A written agreement signed by the
applicant that he will request certifica-
tion of each batch from which any ship-
ment or delivery is made to such
establishment unless It is exempt under
section 801 Cd) of the act or § 146.23;
that he will keep complete records show-
ing the date, quantity, and batch martk.
of each such shipment and delivery; and
that he will make such records available
to any officer or employee of the Food
and Drug Administration at any reason-
able hour within three years after the
date of such shipment or delivery; and

(i) A written agreement signed by the
operator of such establishment that he
will submit a request, supplemental to
that of the applicant, for the certifica-
tion of each batch or portion thereof
comprised in any such shipment or de-
livery received by him unless It is exempt
under, section 801 d) of the act or
-§ 146.23; that he will specify in his re-
quest the number of packages of each
size in such shipment or delivery, the
date of delivery, the batch mark thereof,
and the batch mark he will use therefor;
that the batch marks to be used (if dif-
ferent from those, of the applicant) will
be only those of which the key is specified
in this agreement that the expiration
date used for the batch will be only that
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assigned to the manufacturer by cer-
tification; that the labeling to be used
for such packages will be only that of
which specimens are attached to this
agreement (including specimens of all
brochures and other printed matter, ex-
cept -readily available medical publica-
tions, referred to in such labeling) that
when any change is made in such key or
labeling he will promptly submit to the
Commissioner a full statement of such
change or, in the case of changed label-
ing, specimens showing all such changes;
that he will not remove any of such drug
from such establishment unless it com-
plies with section-502 (1) of the act or is
exempt under section 801 (d) of the act
or § 146.23 or, if certification is refused,
unless it is returned within a reasonable
time to permit reprocessing and certifi-
cation, destruction, or such exemption at
the establishment where it was manufac-
tured; that -he will keep complete
records of the disposition of each zuch
shipment and delivery; that he will make
such records available to any officer or
employee of the Food and Drug Adun-
istration at any reasonable hour within
three years after the date of such dispo-
sition; and that he will accord full op-
portunity to such officer or employee to
make inventories of stocks on hand and
otherwise check the correctness of such
records.

(4) When the Commissioner finds,
after giving notice and opportunity for
hearing, that such application contains
any untrue statement of a material fact
or that any provision of any such agree-
ment has been violated he may revoke
such permit.

(c) An exemption of a shipment or
other delivery under paragraph (a) of
this section, in case the person who In-
troduced such shipment or delivery into
Interstate commerce is the operator of
such establishment, shall become void
at the beginning of the act of re-
moving or offering to remove such ship-
ment or delivery or any part thereof, be-
fore or after labeling, from such estab-
lishment unless such batch complies with
section 502 (1) of the act or is exempt un-
der section 801 d) of the act or § 146.23
or, if certification is refused, unless such
shipment or delivery is returned within
a reasonable time to permit reprocessing
and certification, destruction, or such ex-
emption at the establishment where It
was manufactured.

d) An exemption of a shipment or
other delivery under paragraph (a) of
this section, in case the person who in-
troduced such shipment or delivery into
interstate commerce is not the operator
of such establishment, shall expire at the
beginning of the act of removing or offer-
ing to remove such shipment or delivery
or any part thereof, before or after label-
ing, from such establishment unless such
batch complies with section 502 (1) of
the act or is exempt under section 801
(d) of the act or § 146.23 or, if certifica-
tion is refused, unless.such shipment or
delivery, within a reasonable time, is de-
stroyed or returned to permit reprocess-
Ing and certification, destruction, or
such exemption at the establishment
where it was manufactured.
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§ 146.19 Exemptio= for storagc. (a)
Except as provided by paragraphs (c)
and d) of this section, a shipment or
other delivery of a drug which is to b2
stored at a warehouse located elsewhere
than at the place of manufacture ,hall
be exempt, during the time of introduc-
tion into and movement in Interstate
commerce and the time of holding in
such warehouse, from the requirements
of section 502 (1) of the act if the label-
ing of each shipping container bears the
batch mark of the drug, and If the parson
who introduced such shipment or deliv-
ery into interstate commerce holds a
permit from the Commisloner euthorIz-
ing shipment for storage In such ware-
house.

(b) An application for such a permit
shall be in a form spociflcd by the Com-
missioner, and shall give the name and
location of the warehouse in which ,uch
drug is to be stored. Such application
shall be accompanied by*

(l) A written agreement clncd by the
applicant that he will request certifica-
tion of each batch thereof unless It is
exempt under section 801 Cd) of the act
or §§ 146.18, 146.21, or 146.22, that he
will not remove any of such drug from
such warehouse unless it compiles with
section 502 (1) of the act or is co cx-
empt or. if certification is refused unless
It is returned within a reasonable time to
permit reprocesing and certification, de-
struction, or such exemption at the
establishment where It was mnnufac-
tured; that he will keep complt2 rccords
showing the date, quantity, and batch
mark of each shipment and other deliv-
ery of any such drug to such warehouze,
and that he will make such rccord, avail-
able to any officer or employee of the
Food and Drug Administration at any
reasonable hour within three years after
the date of such shipment or delivery;
and

(2) A written statement signed by the
operator of such warehouse showing that
he has adequate facilities for such stor-
age; such statement shall contain an
agreement that he will hold each ship-
ment or other delivery of such drug In-
tact, under such conditions as will not
cause failure of the drug to comply with
the requirements for certification, that
he will keep complete records showing
the date of receipt by him and the quan-
tity and batch mark of each such chip-
ment and delivery and the dL.poition
thereof, that he will make such records
available to any oMcer or employee of
the Food and Drug Administration at
any reasonable hour within three years
after the date of such disposition, and
that he will accord full opportunity to
such officer or employee to make Inven-
tories of stocks on hand and otherwise
check the correctnes of such records.
If the applicant keeps complete records
showing the date, quantity, and batch
mark of each shipment and other de-
livery of any such drug from such ware-
house and the name and post-office ad-
dress of the person to whom such ship-
ment or delivery was made, the agree-
ment to keep records of such disposaL,
to make such records available, and to
afford opportunity for checking their
correctness may be included in the appli-

cant's agreement and omitted from that
of the operator. When the Commis-
sioner finds, after giving notice and op-
portunity for hearing, thit such appli-
cation contains any untrue statement
of a material fact or that any provmon
of any such agreement has bean violated
he may revoke such permit.
(c) An exemption of a shipment or

other delivery under paragraph (a) of
this section, In cas3 the person who intro-
duced such shipment or delivery into
Interstate commerce Is the operator of
such warehouse, shall became void
at the beginning of the act of removinz
or offerlng to remove such shipment
or delivery or any part thereof from
such warehouse unles such batch
compile3 with section 502 () of the act
or is exempt undar section 801 d) of the
act or r§ 146.18, 146.21, or 146.22, or, if
certification is refused, unless such ship-
ment or delivery is returned nithin a
reasonable time to permit reprocessing
and certification, destruction, or such
exemption at the establishment where it
was manufactured.

d) An exemption of a shipment or
other delivery under paragraph (a) of
this section, In cas the person who In-
troduced such shipment or delivery into
intestate commrce is not the operator
of such warehouze, shall expire at the
beginning of the act of removing or offer-
Ing to remove such shipment or delivery
or any part thereof from such warehouse
unlezs such batch complies with section
502 (1) of the act or is exempt undar sc-
tion 01 d) of the act or §§ 14.18, 143.21,
or 140622, or, if certification is refused,
unlezs such shipment or delivery, within
a re,-onable time, is destroyed, or re-
turned to permit reprocessing and certifi-
cation, destruction, or such ezemption at
the eztablishment where it was manu-
factured.

§ 14 6.20 Exemptions for processr.g.
(a) E:cept as provided by paragraphs
(c) and d) of this section, a shipment
or other delivery of penicillin, streptomy-
cin, dihydros-treptomycin, chortetracy-
cline, choramphenicol, or bacitracin in
concantr ated aqueous solution which is
to be procezsed at an establishment lo-
cated elsewhere than at the place of
mnufacture shall be exempt during the
time of introduction into and movement
in interstate commerce and the time of
holding in such establishment from the
requirements of section 502 t) of the
act, If the person who introducad such
shipment or delivery into interstate com-
merce holds a permit from the Commis-
sioner authorizing shipment for process-
Ing In such establishment, and each
package of such solution bears the batch
mark of the drug.

b) An application for such a permit
shall be in a form specifled by the Com-
missioner and shall give the name and
location of the establishment in rhich
such processing is to be done. Such
application shall be accompanied by-

(1) A written agreement signed by the
applicant that he will keep complete rec-
ords showing the date, quantity, potency,
and batch mark of each shipment and
other delivery of any such solution to
such establishment, and that he will
make such records available to any offi-
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cer or employee of the Food and Drug
Administration at any reasonable hour
within three years after the date of such
shipment or delivery;

(3) A written agreement signed by the
operator of such establishment showing
that he has adequate facilities for such
processing; such statement shall contain
an agreement that he will keep complete
records showing the date of receipt by
him and the quantity and batch mark of
each such shipment and delivery and the
disposition thereof, that he will make
such records available to any officer or
employee of the Food and Drug Adminis-
tration at any reasonable hour within
three years after date of such disposi-
tion, and that he will accord full oppor-
tunity to such officer or employee to
make inventories of stocks on hand and
otherwise check the correctness of such
records; and

(3) A written agreement signed by the
person who will own the drug after the
processing is completed that he will re-
quest certification of each batch thereof
unless it is exempt under section 801 (d)
of the act or §§ 146.18, 146.19, 146.21,
146.22, or 146.23, and that he will not
remove any of such drug from such es-
tablishment unless it complies with sec-
tion 502 (1) of the act or is so exempt.
When the Commissioner finds, after
giving notice and opportunity for hear-
Ing, that such application contains any
untrue statement of a material fact or
that any provision of any such agree-
ment has been violated he may revoke
such permit.

(c) An exemption of a shipment or
other delivery under paragraph (a) of
this section, in case the person who In-
troduced such shipment or delivery into
Interstate commerce is the operator of
such establishment, shall become void
at the beginning of the act of removing
or offering to remove such shipment or
delivery or any part thereof, before or
after processing, from such establish-
ment unless the batch made from such
shipment or delivery complies with sec-
tion 502 (1) of the act or is exempt under
section 801 (d) of the act or §§ 146.18,
146.19, 146.21, 146.22, or 146.23 or, if cer-
tification is refused, unless such ship-
ment or delivery is reprocessed and cer-
tified or destroyed within a reasonable
time.

(d) An exemption of a shipment or
other delivery under paragraph (a) of
this section, in case the person who Intro-
duced such shipment or delivery into
interstate commerce is not the operator
of such establishment, shall expire at the
beginning of the act of removing or offer-
ing to remove such shipment or delivery
or any part thereof, before or after proc-
essing, from such establishment unless
the batch made from such shipment or
delivery complies with section 502 (1)
of the act or is exempt under section 801
(d) of the act or §§.146.18, 146.19, 146.21,
146.22, or 146.2.3, or, if certification has
been refused, unless such shipment or
delivery is reprocessed and certified or
destroyed within a reasonable time.

§ 146.21 Exemptions for repacking.
(a) Except as provided by paragraphs
(c) and (d) of this section, a shipment
or other delivery of a drug which is to

be repacked at an establishment located
elsewhere than at the place of manufac-
ture shall be exempt, during the time of
introduction into and movement in In-
terstate commerce and the time of hold-
ing in such establishment from the re-
quirements of section 502 (1) of the act
if the labeling of each container bears
the batch mark of the drug and the
number of units per package, and If the
person who introduces such shipment
or delivery into interstate commerce
holds a permit from the Commissioner
authorizing. shipment for repacking In
such establishment.

(b) An application for such a permit
shall be in a form specified by the Com-
missioner, and shall give the name and'
location of the establishment in which
such repacking is to be done. Such appli-
cation shall be accompanied by-

(l) A written agreement signed by the
applicant that he will keep complete rec-
ords showing the date, qtlantity, and
batch mark of each shipment and other
delivery of any such drug to such estab-
lishment, and that he will make such
records available to any officer or em-
ployee of the Food and Drug Administra-
tion. at any reasonable hour within three
years after the date of each shipment or
delivery,

(2) A written statement signed by the
operator of such establishment showing
that he has adequate facilities for such
repacking; such statement shall contain
an agreement that he will keep complete
records showing the date of receipt by
him and the quantity and batch mark
of each such shipment and delivery and
the disposition thereof, that he will make
such records available to any officer or
employee of the Food and Drug Admin-
istration at any reasonable hour within
three years after the date of such dis-
position, and that he will accord.full op-
portunity to such officer or employee to
make inventories of stocks on hand and
otherwise check the correctness of such
records; and

(3) A written agreement signed by the
person who will own the drug after the
repacking is completed that he will re-
quest certification of each batch thereof
unless it is exempt under section 801
(d) of the act or §§ 146.18, 146.19, or
146.23, and that he will not remove any
of such drug from such establishment
unless it complies with section 502 (1)
of the act or is so exempt or is returned
to him for labeling or, if certification is
refused, unless it is returned within a
reasonable time to permit reprocessing
and certification, destruction, or such
exemption at the establishment where it
was manufactured.
When the Commissioner finds, after
giving notice and opportunity for hear-
ing, that such application contains any
untrue statement of a material fact or
that any provision of any such agree-
ment has been violated he may revoke
such permit.

(c) An exemption of a shipment or
other delivery under paragraph (a) of
this section, in case the person who in-
troduced such shipment or delivery into
interstate commerce is the operator of
such establishment, shall become void at
the beginning of the act of removing or

offering to remove such shipment or de-
livery or any part thereof, before or after
repacking, from such establishment un-
less such batch complies with section 502
(1) of the act or is exempt under section
801 (d) of the act or §§ 146.18, 140,19, or
146.23 or is returned to such person for
labeling or, If certification is refused, un-
less such shipment or delivery Is re-
turned within a reasonable time to per-
mit reprocessing and certification, de-
struction, or such exemption at the
establishment where it was manufac-
tured.

(d) An exemption of a shipment or
other delivery under paragraph (a) of
this section, in case the person who in-
troduced such shipment or delivery into
Interstate commerce Is not the operator
of such establishment, shall expire at
the beginning of the act of removing or
offering to remove such shipment or de-
livery or any part thereof, before or after
repacking, from such establishment un-
less such batch complies with section
502 (1) of the act or is exempt under
section 801 (d) of the act or §§ 140,10,
146.19, or 146.23 or Is returned to such
person for labeling or, if certification is
refused, unless such shipment or delivery,
within a reasonable time, is destroyed or
returned to permit reprocessing and cer-
tification, destruction, or such exemp-
tion at the establishment where it was
manufactured.

§ 146.22 Exemptions or manufactur-
ing use. (a) Except as provided by para-
graphs (c) and (d) of this section, a
shipment or other delivery of penicil-
lin, streptomycin, dihydrostreptomycin,
chlortetracycline, chloramphenicol, or
bacItracm which is packed In containers
of not less than 10,000,000 units of peni-
cillin or 10 grams of streptomycin,
dihydrostreptomycin, chlortetracycline,
chloramphenicol, or bacitracin each
shall be exempt, during the time of Intro-
duction Into and movement in interstate
commerce and the time of holding in the
establishment where It is so used, from
the requirements of section 502 (1) of the
act, if It conforms to the standards pre-
scribed therefor by the section of the
regulations in this part which is specifi-
cally applicable to such other drug, if the
label of each container bears the batch
mark of the drug, the number of units or
grams per package, and the date on
which the latest assay of the drug was
completed, and If the person who Intro-
duced each shipment or delivery into
interstate commerce holds a permit from
the Commissioner authorizing shipment
for manufacturing use In such estab-
lishment.

(b) An application for such a permit
shall be In a form specified by the Com-
missioner, shall give the name and loca-
tion of the establishment in which such
drug Is to be used and shall be accom-
panied by,

(1) A written agreement signed by the
applicant that he will keep complete
records showing the date, quantity, and
batch mark of each shipment and other
delivery of any such drug to such estab-
lishment, and that he will make such
records available to any officer or em-
ployee of the Food and Drug Administra-
tion at any reasonable hour within three
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years after the date of such shipments
or delivery*

(2) A written statement signed by the
operator of such establishment showing
that he has adequate facilities for the
manufacture of such other drug; such
statement shall contain an agreement
that he will keep complete records show-
Ing the date of receipt by him and the
quantity and batch mark of each such
shipment and delivery and the disposi-
tion thereof and showing the quantity
and batch mark of each batch of such
other drug manufactured by him and
the disposition thereof; that he wil
make such records available to any offi-
cer or employee of the Food and Drug
Administration at any reasonable hour
within three years after the date of such
disposition, and that he will accord full
opportunity to such officer or employee
to make inventories of stocks on hand
and otherwise check the correctness of
such records; and

(3) A written agreement signed by the
person who will- own the drug after Its
manufacture is completed that he will
request certification of each batch there-
of unless it is exempt under section 801
d) of the act or §§ 146.18, 146.19, 146.21,

or 146.23, and that he will not remove
any of such drug from such establish-
ment unless it complies with section 502
(1) of the act or is so exempt or is re-
turned to him for labeling.
When the Commissioner finds, after
giving notice and opportunity for hear-
ing, that such application contains any
untrue statement of a material fact or
that any provision of any such agree-
ment has been violated he may revoke
such permit.

(c) An exemption of a shipment or
other delivery under paragraph (a) of
this section, in case the person who in-
troduced such shipment or delivery into
interstate commerce is the operator of
such establishment, shall become void
at the beginning of the act of removing
or offering to remove such shipment or
delivery or any part thereof from such
establishment, prior to its use in the
manufacture of another drug, unless it
is exempt under section 801 d) of the
act.

(d) An exemption of a shipment or
other delivery under paragraph (a) of
this section, in case the person who in-
troduced such shipment or delivery Into
interstate commerce s not the operator
of such establishment, shall expire at
the beginning of the act of removing or
offering to remove such shipment or
delivery or any part thereof from such
establishment, prior to its use In the
manufacture of another drug, unless it
is exempt under section 801 d) of the
act.

§ 146.23 Exemptions for investiga-
tionaZ use. (a) A shipment or other de-
livery of a drug shall be exempt from
section 502 (1) of the act if all of the
following requirements are complied
with:

(1) The label of such drug bears the
batch mark and the statement "Cau-
tion: Limited by Federal law to investi-
gational use only."

(2) Such shipment or delivery is made
only to, and solely for Investigational use
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by or under the direction of, an exvart
qualified by scientific training and ex-
perience to investigate the rafety or
efficacy of such drug.

(3) The person who introduced such
shipment or delivery into interstate com-
merce kzeeps complete records showing
the date, quantity, and batch marl: of
each such shipment and delivery.

(4) Such person, prior to makdng such
shipment or delivery, obtains a statement
signed by such expert showing that he
has adequate facilities for the investi-
gation to be conducted by him, and that
such drug will be used rolely by him or
under his direction for the investigation.
Such person shall keep such statement.
This subparagraph shall not apply when
such shipment or delivery is made to an
agency of the Government of the United
States (including the National Research
Council) or to any State or municipality
whose official functions involve investi-
gations of such drugs by such experts.

(5) Such person makes all documents
referred to in subparagraphs (3) and (4)
of this paragraph available to any officer
or employee of the Food and Drug Ad-
ministration at any reasonable hour
within three years after the date of such
shipment or delivery.

(b) A shipment or other delivery of
a drug which is being Imported or offered
for Import into the United States shall
be exempt from section 502 Q) of the
act if all the following requirements are
complied with:

(1) The label of such drug bears the
batch mark and the statement "Cau-
tion: Limited by Federal law to investi-
gational use only."

(2) The importer of such shipments or
deliveries is an agent of the foreln ex-
porter, residing in the United States, or
the operator of an establishment in
the United States which has facilities for
regularly investigating the safety or
efficacy of such drugs, which facilities
are manned by experts qualified by
scientific training and experience to
conduct such investigation.

(3) Such operator uses such drug
solely for such investigation in such
establishment, or such operator or agent
otherwise disposes of such drug only to,
and solely for, investigational use by or
under the direction of such an expert
other than one in such an estabi Ushment.

(4) Such importer, prior to dlspozin
of any of such drug to such an expert,
obtains a statement signed by such ex-
pert showing that he has adequate
facilities for the investigation to b3
conducted by him, and that such drug
will be used solely by him or under his
direction for the investigation. Such
Importer shall keep such statement.
This subparagraph shall not apply to any
shipment or delivery or part thereof
disposed of by such importer to an
agency of the Government of the United
States (including the National Research
Council) or to any State or municipality
whose official functions involve investi-
cations of such drugs by such experts.

(5) Such importer who introduced
such shipment or delivery into interstate
commerce keeps complete records show-
Ing the date, quantity, and batch marL
of each such shipment and delivery.

(6) Such importer makes all docu-
ments referred to in subparagxaphs (4)
and (5) of this para-raph available to
any oMcer or employee of the Food and
Drug Administration at any reasonable
hour within 3 years after the date of
such chipment or delivery by such
Importer.

(c) An exemption under para'graph
(a) or (b) of this section shall become
void ab inItio if any record or statement
required by such paragraph to be kept
and made available for Inspection is not
kept or made available as so required.

Cd) An exemption under paragraph
(a) or (b) of this section shall expire
with respect to any exempted shipment
or delivery or part thereof which has
be n supplied to an expert who has
signed the statement referred to in
paragph (a) (4) or (b) (4) of this sec-
tion and which is usad otherwise than In
accordance with such signed statement.

(e) An exemption under paragraph
(b) of this section shall become void ab
inltio if the exempted shipment or de-
livery or any part thereof is disposed of
otherwme than as provided by subpara-
graph (3) of such paragraph.

() No exemption under paragraph
(b) of this section shall apply to any
shipment or delivery to such Importer if
such mporter, within 3 years prior to the
offering of such shipment or delivery for
Import, has caus.ed an exemption to be-
come void as provided by paragraph (c)
or (e) of this section.
§ 146.24 Penf Ilin for diagnostic use;

stretomYcin for diagnostic use; dz7zy-
drostrePtom'cin for diagnostic us--;
chlortetracjclinc for diagnostic use;
tetraczcline for diagnostic use; chlor-
amphinicoZ for diagnostic use; bacz-
tracn for diagnostic use. (a) Pemcil-
lin, streptomycin, dihydrostreptomycin,
chortetracycline, tetracycline, chloram-
phenicol, or bacltracin, packaged for dis-
pen.vhng and intended for use solely in
laboratory procedures in connection with
the diagnois or treatment of disease
and conspicuously so labeled, shall be
exempt from the requirements of sc-
tions 502 G) and 507 of the act if each
package bears on Its label or labeling,
as hereinafter indicated, the following:
(1) On the outside wrapper or con-

tainer and the immediate container:
(1) The statement "Not for therapeu-

tic use. For use In laboratory diagnosis
only."

(i) The potency of each such tablet,
disc, via, or other such form.

(III) The batch mark.
(iv) The statement 'Expiration data

. the blank being filled in
with the date which is not more than 24
months after the month during which
the batch was last asayed and released
by the manufacturer: Provided, T w-
cvcr That such expiration date may be
omitted from the immediate container
if such Immediate container is packaged
in an individual wrapper or container.

(2) On the circular or other labeling
within or attached to the package, direc-
tions adequate for the use of such dru..

F 146.25 PenicMin for use in animal
feed; treptomyein for use 2a animal
feed; dllwdrotreptom:ycmn for =e in
anfmal fed, chlortetracycline for use in
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animal feed, chloramphenicol for use in
animal feed, bacitracin for use in animal
feed, bacitracrn methylene disalicylate
for use in animal feed. Penicillin, strep-
tomycin, dihydrostreptomycm, chior-
tetracycline, chloramphenicol, bacitracm
or bacitracm methylene disalicylate, or
any combination of two or more of these,
with or without those ingredients speci-
fied in § 146.26, intended for use solely as
an ingredient in the manufacture of ani-
mal feed and conspicuously so labeled
shall be exempt from the requirements
of sections 502 (1) and 507 of the act if it
complies with the following conditions:

(a) It contains one or more suitable
denaturants that make it unfit for hu-
man use; and

(b) Its labeling is such that animal
feed mixed according to the directions
contained therein complies with the re-
quirements of § 146.26.

§ 146.26 Animal feed containing pen-
icillin, animal feed containzng strepto-
mycin, animal feed containing dihy-
drostreptomycin, animal feed containing
chlortetracycline; animal feed contain-
ing tetracycline; animal feed containing
chloramphenicol, animal feed contain-
ing bacitracm, animal feed containing
bacitracm methylene disalicylate. Am-
real feed containing penicillin, strepto-
mycin, dihydrostreptomyem,, chlortetra-
cycline, tetracycline, chloramphemcol,
bacitracm, or bacitracin methylene di-
salicylate, or any combination of two or
more of these, with or without added
suitable vitamin substances, shall be ex-
empt from the requirements of sections
502 (1) and 507 of the act under the
conditions set forth in any one of the
following paragraphs of this section:

(a) It is intended for use solely as an
animal feeding supplement, it is con-
spicuously so labeled, and it is manufac-
tured with or without one, but only one,
of the following ingredients in a quan-
tity, by weight of feed, as hereinafter
indicated:

(1) Arsanilic acid: Not less than 0.005
percent and not more than 0.01 percent.

(2) Sodium arsanilate: Not less than
0.005 percent and not more than 0.01
percent.

(3) 3-Nitro-4-hydroxyphenol arsomec
acid: Not less than 0.0025 percent and
not more than 0.0075 percent.

(b) It is intended for use in the condi-
tiond set forth in any one of the follow-
ing subparagraps of this paragraph:

(1) It is intended for use solely in the
prevention of cocidioss outbreaks in
poultry flocks, its labeling bears adequate
directions and warnings for such use,
and It contains one, but only one, of the
following ingredients in a quantity, by
weight of feed, as hereinafter indicated:

(I) Sulfaquinoxaline: Not less than
0.0125 percent (or if it is intended solely
for the prevention of the intestinal coc-
cidia E. acervalina in poultry laying
flocks, not less than 0.005 percent) and
not more than 0.025 percent.

(Ii) NitroDhemde: Not less than
0.0125 percent and not more than 0.025
percent.

(ili) Nitrofurazone: 0.0056 percent.
(iv) N'-acetyl-N1-(4-nitrophenyl) sul-

fanilamide 0.03 percent and 3-nitro-4-
hydroxyphenylarsomc acid 0.009 per-
cent.

(2) It is intended for use solely in the
control of coccidiosis outbreaks in poul-
try flocks, its. labeling bears adequate
Oiirections and warnings for such use, and
it contains one, but only one, of the fol-
lowing ingredients in a quantity, by
weight of feed, as hereinafter indicated:

(i) Sulfaqumoxaline: Not less than
0.033 percent and not more than 0.10
percent.

(ii) Nitrophemde: 0.05 percent.
(iiI) Nitrofurazone: 0.0112 percent.
(3) It is intended for use solely in the

prevention of outbreaks of histomoniasis
("blackhead") in turkey flocks, its label-
ing bears adequate directions and warn-
ings for such use, and it contains one,
but only one, of the following ingredients
in a quantity, by weight of feed, as here-
inafter indicated:

(i) 2-Ammo-5-nitrothiazole: 0.05 per-
cent.

(ii) 4-Nitrophenylarsomc acid: 0.025
percent.

(iii) Furazolidone: 0.011 percent.
(4) It is intended for use solely in the

control of outbreaks of histomoniasis
("blackhead") in turkey flocks, its label-
mg bears adequate directions and warn-
ings for such use, and it contains 2-
amino-5-nitrothiazole in a quantity, by
weight of feed, of 0.10 percent.

(5) It is intended for use solely as an
anthelmnntic for poultry or swine, its
labeling bears adequate directions and
warnings for such use, and it contains
one, but only one, of the following in-
gredients in a quantity, by weight of
feed, as hereinafter indicated:

(i) di-N-Butyl tin dilaurate 0.07 per-
cent, nicotine 0.03 percent, and pheno-
thiazine 0.29 percent.

(ii) Nicotine 0.067 percent, pheno-
thiazine 0.60 percent, and 2,2'dihydroxy-
5,5'dichlorodiphenylmethane 0.28 per-
cent.

(iII) Phenothiazine, not less than 0.3
percent and not more than 1.0 percent,
and nicotine, not less than 0.03 percent
and not more than 0.07 percent.

(iv) Phenothiazme1 not less than 0.3
percent and not more than 1.0 percent.

v) Nicotine, not less than 0.03 per-
cent and not more than 0.07 percent.

(vi) Sodium fluoride 0.3 percent and
sodium sulfate 2.0 percent.

(vii) Cadmium anthranilate, 0.044
percent.

(viii) Cadmium oxide, 0.015 percent.
(ix) Sodium fluoride, not less than 0.5

percent and not more than 1.0 percent.
(6) It is intended for use solely in the

.prevention of chronic respiratory disease
(air-sac infection) and hexamitiasis in
poultry, infectious swine enteritis, and/
or calf scours; its labeling bears adequate
directions and warnings for such use;
and it contains not less than 50 grams of
chlortetracycline per ton of feed. When
intended for such uses it may also
contain oxytetracycline in a quantity
not less than 50 grams per ton of
feed and, in the amount specified, one,
but only one, of the ingredients pre-
scribed by paragraph (a) of this
section.

(7) It is intended for use solely as a
treatment for chrom respiratory dis-
ease (air-sac.infection) sinusitis, non-
specific infectious enteritis, blue comb,
mud fever, and-hexamitiasis in poultry,
and/or infectious swine enteritis; Its

labeling bears adequate directions and
warnings for such use, and It contains,
per ton of feed, not less than 100 grams
of chlortetracycline or not less than 75
grams of streptomycin and 15 grams of
penicillin. When Intended for such uses
it may also contain oxytetracyoline In a
quantity not less than 100 grams per ton
of feed and, In the amount specified, one,
but only one, of the Ingredients pro-
scribed by paragraph (a) of this
section. If It Is Intended for use
solely in poultry, It may contain 0.1
percent of para-aminobenzoic acid or
the sodium or potassium salt of para-
aminobenzoie acid, or if it Is Intended for
continuation of coccidiosis prevention it
shall contain, In the amount specified,
one of the ingredients prescribed by sub-
paragraph (1) of this paragraph.

(8) It is intended for use solely in the
prevention of coccidlosis and hexa-
mitiasis outbreaks In turkey flocks, its
labeling bears adequate directions and
warnings for such use, and it contains
di-N-butyl tin dilaurate In a quantity, by
weight of feed, of 0.0375 percent.

(9) It Is Intended for use solely in the
prevention bf Infectious swine enteritis,
its labeling bears adequate directions and
warnings for such use, and It contains
not less than 50 grams of bacitraoin
activity per ton of feed.

(10) It is Intended for use solely as a
treatment for Infectious swine enteritis,
its labeling bears adequate directions and
warnings for such use, and'It contains
not less than 100 grams of bacitracin
activity per ton of feed.

(11) It Is intended for use solely as a
treatment for infectious swine entoritis
caused by Salmonella choleraesuis, Its
labeling bears adequate directions and
warnings for such use, and It contains
nitrofurazone in a quantity, by weight
of feed, of 0.056 percent.

(12) It is Intended for use solely inthe
prevention of coccidiosis, chronic res-
piratory disease (air-sac infection) and
hexamitiasis in poultry; Its labeling
bears adequate directions and warnings
for such use; and It contains, in the
amount specified, one of the ingredients
prescribed by subparagraph (1) of this
paragraph and not less than 50 grams of
chlortetracycline per ton of feed, When
intended for such uses It may also con-
tain oxytetracycline In a quantity not
less than 50 grams per ton of feed.

(13) It is intended for use solely in
the prevention or treatment of chronic
respiratory disease (air-sac infection)
and sinusitis In poultry; its labeling
bears adequate directions and warnings
for such use; and it contains not less
than 0.1 percent para-aminobenzolo
acid or the sodium or potassium salt of
para-aminobenzolc acid.

(14) It Is Intended solely as an aid
In the prevention and control of losses
due to low-grade bacterial enteritis in
mink; Its labeling bears adequate direp-
tions and warnings for such use; and It
contains not leSs than 5.7 grams of
chlortetracycline, 1.0 gram of baoltraoln,
and 0.75 gram of penicillin (with or
without oxytetracycline) per ton of
feed.

(15) It is Intended for use solely In
the prevention or treatment of fowl
typhoid, pullorum, and the paratyphoids
in poultry; its labeling bears adequate
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directions and warnings for such use;
and it contains furazolidone in a quan-
tity, by weight of feed, of 0.0055 percent,
if intenaed for the prevention of the
diseases in birds older than 2 weeks,
or 0.011 percent, if intended for pre-
vention of the diseases in birds younger
than 2 weeks, or for the treatment of
the diseases.

(16) It is intended for use solely in the
prevention of chromc respiratory disease
(air-sac infection) hexamitiasis, fowl
typhoid, pullorum, and the paratyphoids
in poultry* its labeling bears adequate
directions and warnings for such uses;
it contains not less than 50 grams of
chlortetracycline per ton of feed (except
that it may contain not less than 25
grams of chlortetracycline per ton of
feed if it also contains not less than 25
grams of oxytetracycline per ton of
feed) and it contains furazolidone in
a quantity, by weight of feed, of 0.0055
percent, if intended for prevention of
the diseases in birds older than 2 weeks,
or 0.011 percent, if intended for pre-
vention of the diseases in birds younger
than 2 weeks. When intended for such
uses it may also contain the equivalent
of not less than 50 grams of bacitracm
per ton of feed.

(17) It is intended for use solely as
a treatment for chrome respiratory
disease (air-sac infection) sinusitis,
nonspecific infectious enteritis, blue
comb, mud fever, hexamitiasis, fowl
typhoid, pullorum, and the paratyphoids
in poultry- its labeling bears adequate
directions and warnings for such uses;
it contains not less than 100 grams of
chlortetracycline per ton of feed (ex-
cept that the quantity of chlortetra-
cycline may be 50 grams per ton if it
also contains 50 grams per ton of oxy-
tetracycline) and it contains furazoli-
done in a quantity, by weight of feed,
of 0.011 percent. When intended for
such uses it may also contain the equiv-
alent of not less than 100 grams of
bacitracin per ton of feed.

(18) It is- intended for use solely in
the prevention of chrome respiratory
disease (air-sac infection) nonspecific
enteritis, infectious sinusitis, and blue
comb in poultry- its labeling bears ade-
quate directions and warnings for such
use; and it contains the equivalent of
not less than 50 grams of pemcillin G
master standard per ton of feed.

(19) It is intended for use solely in
the treatment of chrome respiratory dis-
ease (air-sac infection) nonspecific en-
teritis, infectious sinusitis, and blue comb
in poultry- its labeling bears adequate
directions and warnings for such use;
and it contains the equivalent of not less
than 100 grams of pemcillin G master
standard per ton of feed.

(20) (i) It is intended for use solely in
the prevention of outbreaks of cocci-
diosis in poultry flocks, and it contains
nicarbazin (4,4"-dinitrocarbanilide com-
plex with 2-hydroxy-4-6-dimethylpyrim-
idine) in a quantity, by weight of feed,
of not less than 0.01 percent and not
more than 0.02 percent, or arsenoso-
benzene in a quantity, by weight of
feed, of 0.002 percent, or 2,4-diamino-5-
(p-chlorophenyl) -6-ethylpyrmidine in a
quantity, by weight of feed, of 0.00075
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percent and sulfaqunoxaline in a quan-
tity, by weight of feed, of 0.0075 percent;
and there has been submitted to the
Commissioner, in triplicate, adequate
information of the kind described in
§ 146.7 to establish the safety and eii-
cacy of the article and to guarantee its
identity, strength, quality, and purity.
The exemption shall expire at the begin-
ning of any act changing the compozi-
tion or labeling of such drug or the
methods used in its manufacturing,
processing, or packaging or the facilities
and controls used for such manufactur-
ing, processing, or packaging, unlcss the
person who obtained the exemption has
submitted to the Commissioner, in tripli-
cate, amended information describing
such proposed changes, and such
amendment has been accepted by the
Commissioner.

di) It is also intended for the preven-
tion or treatment of the diseases of
poultry specified in subparagraphs 16)
and (7) or (16) and (17) of this para-
graph, it contains one of the ingredients
in the amount and under the conditions
set forth in subdivision (i) of this sub-
paragraph, and It contains the ing-rdi-
ents in the amounts specified in subpar-
agraphs (0) and (7) or (16) and 17
of this paragraph, -except that the
coccidiostat shall be only one of those
specified in subdivision (i) of this
subparagraph.

(ill) It is intended for use in the dis-
eases specified in subdivisions Qs and
(ii) of this subparagraph, it contains
ingredients in the amounts and under
the conditions specified in thoze subdi-
visions, and It contains one, but only
one. of the ingredients prescribed by
paragraph (a) of this section and in the
amounts specified in that paragraph.

(21) It is intended for use solely in
the prevention or treatment of chronic
respiratory disease (air-sac infection),
blue comb, and Infectious sinuitis in
poultry- its labeling bears adequate
directions and warnings for such usea;
and it contains, per ton of feed, not less
than 50 grams of bacitracin activity, if
intended for prevention, and not les
than 100 grams of bacitracin activity, if
intended for the treatment of theze
diseases.

(22) It is intended for use solely in
the prevention or control of outbreak"t of
histomonasis ("blackhead") in turkey
flocks, and It contains 2-acetylamino-5-
nitrothazole In a quantity, by weight of
feed, of, 0.015 percent if intended for the
prevention of the disease, or 0.05 percent
if intended for the control of the disease,
and there has been submitted to the
Commissioner, in triplicate, adequate in-
formation of the kind describzd in
§ 146.7 to establish the safety and efficacy
of the article and to guarantee Its Iden-
tity, strength, quality, and purity. The
exemption shall expire at the beginning
of any act changing the composition of
such drug, or the methods used in, and
the facilities and controls used for Its
manufacturing, processing, and packmg-
ing, or in its labeling, unless the person
who obtained the exemption has sub-
mitted to the Commlsioner, in tripl-
cate, amended information that de-
scribes such proposed changes, and such
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amendment has been accepted by the
Commisi oner.

(23) It Is intended as an aid in stimu-
lating growth, the prevention of cocci-
diogsi. large roundworms and tapeworms
in chickens and turkeys and the preven-
tion of hexamltiazis in turkeys, and it
contains in a quantity, by weight of feed,
acetyl tp-nitrophenyl) sulfanilamide
0.03 percent, dibutyl tin dilaurate 0.02
percent, dilntrodliphenylsulfonylethyl-
enediamin. 0.02 percent, and 3-nitro-4-
hydroxyphenylarzonle acid 0.0075 per-
cent.

Q-4) (is It Is intended for promoting
dtribution of fat in chickens and tur-
keys, It contains dienestrol diacetate in
a quantity, by welght of feed, of 0.037
percent, and there has been submitted
to the Commissioner, in triplicate, ace-
quate Information of the kind dezcrilcEd
in Z 14G.7, to establish the safety and
cffcacy of the article and to guarantea
Its Identity, strength, quality, and purity.
The exemption shall expire at the be-
ginning of any act chan-_ng the com-
position or labeling of sifeh drug, or the
methods wsed in its manufacturing,
proceazing, or pac:aging, or the facilities
anA controls used for such manufac-
tnrrni , procezing, or packaging, unless
the perzon who obtained the exemption
has submitted to the Commissioner, in
triplicate, amended information describ-
ing such proposed changes, and such
amendment has been accepted by the
Commirsioner.

(i) It is also intended for the preven-
tion or treatment of the diseases of
poultry ecified in subparagraphs (6)
and (7) of this paragraph, it contains
dienestrol diacetate in the amounts and
under the conditions set forth in sub-
divlion fiI of this subparagraph, and
It contain3 the antibiotics in the amounts
specified in subparagraphs (6) and (7)
of this paragraph.

4lili It is also intended for continua-
tion of coccidlozis prevention in paultry,
It contains dienestrol diacetate in the
amounts and under the conditions set
forth in subdivislon (1) of this subuara-
graph, and It contains one, but only one,
of the Ingredients prescribed by sub-
paragraph (1) of this paragraph and in
the amounts specified in that subpara-
graph, or it contains one, but only one,
of the coccidiotats prescribed by sub-
parfgraph (20) of this paragraph, and
in the amounts specified in that sub-
paragraph.

fiv) It is intended for use in the dis-
e.ses speifled in subdivisions (I) (D
and (ill) of this subparagraph, it con-
tains ingredients in the amounts and
under the conditions specified in those
subdiviaions, and It contains one. but
only one, of the ingredients prescribed
by paragraph (a) of this section, and m
the amounts specified in that paragraluh.

(25) (1) It Is intended for use solely
in the control of outbreaks of coccidio-
sis in poultry flocks and it contains in a
quantity, by weight of feed, not less thaa
0.003 percent and not more than 0.03
percent of 2,4-diamlno-5-(p-chloro-
phenyl)-G-ethylpyrimldine and not less
than 0.01 percent and not more than
0.02 percent of sulfaquinoxaline, and
there has been submitted to the Com-
misloner, in triplicate, the information
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referred to in § 146.7, as well as any
additional information necessary to
establish the safety and efficacy of the
article, and to guarantee its identity,
strength, quality, and purity. The ex-
emption shall expire at the beginning
of any act changing the composition or
labeling of such drug or the methods
used in its manufacturing, processing,
or repackaging, or the facilities and con-
trols used for such manufacturing,
processing, or repackaging, unless the
person who -obtains the exemption has
submitted to the Commissioner, in trip-
licate, amended information describing
such proposed changes and such amend-
ment has been accepted by the Commis-
sioner.

(ii) It i intended for use in the dis-
ease specified in subdivision (i) of this
subparagraph, it contains the ingredi-
ents in the amounts and under the con-
ditions specified in that subdivision, and
it contains one, but only one, of the in-
gredients prescribed by paragraph (a)
of this section and in the amounts speci-
fled in that paragraph.

§ 146.27 Antibiotics for fish diseases.
Penicillin, streptomycin, dihydrostrepto-
mycin, chlortetracycline, tetracycline,
chloramphenicol, or bacitracm intended
for use solely in the treatment or preven-
tion of disease in fish and conspicuously
so labeled shall be exempt from the re-
quirements of sections 502 (1) and 507
of the act.

§ 146.28 Antibiotics for bull semen.
Penicillin, streptomycin, dihydrostrepto-
mycin, chlortetracycline, chloramphem-

.col, or bacitracin intended for use solely
as a preservative for bull semen, and
conspicuously so labeled, shall be exempt
from the requirements of sections 502
(1) and 507 of the act.

§ 146.29 Biological drugs that con-
tain antibiotics. Biological drugs that
contain penicillin, streptomycin, dihy-
drostreptomycin; chlortetracycline, baci-
tracin, or chloramphemcol, and the pur-
pose of the antibiotic is for use only as
a preservative and the biological drug is
conspicuously so labeled, shall be exempt
from the requirements of sections 502
(1) and 507 of the act, if such drugs are
licensed under the Public Health Service
Act of July 1, 1944 (58 Stat. 682; 42
U. S. C. 201 et seq.) or under the Virus-
Serum-Toxin Act of March 4, 1913 (37
Stat. 832; 21 U. S. C. 151 et seq.)

PART 146a-CERIFIQcATJON OF PENIC.LIN-
CONTAINING DRUGS

Sec.
146a.24 Sodium penicillin, calcium penicil-

lin, crystalline penicillin.
146a.25 Penicillin in oil and wax.
140a.26 Penicillin ointment.
146a.27 Penicillin tablets.
146a.28 Crystalline penicillin G oral susnen-

146a.29

146a.30
146a.31
146a.32

146a.33
146a.34
146a.35
146a.36

sion, crystalline penicillin G so-
dium oral suspension, potassium
penicillin G oral suspension.

Penicillin with aluminum hydrox-
ide gel.

Penicillin troches.
Penicillin dental cones.
Pencillin w I t h vasoconstrictor;

penicillin with ---.
Penicillin for surface application.
Tablets aluminum penicillin.
Penicillin sulfonamide .powder.
Penicillin vaginal suppositories.

se.
146a.37 Buffered crystalline penicillin.
146a.38 Capsules buffered penicillin with

pectin hydrolysate.
146a.39 Capsules procaine penicillin in oil.

.146a.40 Penicillin bougles.
146a.41 Crystalline penicillin and epineph-

rine in oil.
146a.42 Aluminum penicillin.
146a.43 Aluminum penicillin in oil.
146a.44 Procaine penicillin, procaine peni-

cillin G.
146a.45 Procaine penicillin in oil.
146a.46 Crystalline penicillin for inhalation

therapy.
146a.47 Procaine penicillin for aqueous in-

jection.
146a.48 Ephedrine penicillin, ephedrine

penicillin G.
146a.49 Ephedrine penicillin tablets.
146a.50 Procaine penicillin and buffered

crystalline penicillin for aqueous
injection.

146a.51 :Boffered penicillin powder, penicil-
lin powder with buffered aqueous
diluent.

146a.52 Procaine penicillin and crystalline
penicillin in oil.

146a.51 Penicillin - streptomycin ointment;
penicillin - dihydrostreptomycin
ointment.

146a.55 Penicillin - streptomycin bougies;
penicillin - dihydrostreptomycin
bougies.

146a.56 Penicillin-bacitracin ointment.
146a.57 Procaine penicillin and streptomy-

cin in oil; procaine penicillin and
dihydrostreptomycin in oil.

146a.58 Penicillin and streptomycin; peni-
cillin and dihydrostreptomycin.

146a.59 Penicillin tooth powder.
146a.60 Peniclllin-bacitracin troches.
146a.63 Crystalline penicillin and bacitra-

cin.
146a.64 -Ephenamine penicillin G.
146a.65 I-Ephenamlne penicillin G in oil.
146a.66 I-Ephenamine penicillin G for

aqueous injection.
146a.67 Procaine penicillin in streptomycin

sulfate solution; procaine peni-
cillin in dihydrostreptomycin
sulfate solution.

146a.68 Benzathine penicillin G.
146a.69 Benzathine penicillin G oral sus-

pension; benzathine penicillin G
for oral suspension.

146a.70 Penicillin - streptomycin - bacitra-
cn ointment; penicillin-dihydro-
streptomycin - bacitracin oint-
ment.

146a.71 Penicllhin-streptomycin d e n t a I
cones; peniclilin-dihydrostrepto-
mycin dental cones.

146a.71 Diethylaminoethyl ester penicillin
G hydriodide.

146a.75 Diethylaminoethyl ester penicillin
G hydriodide for aqueous injec-
tion.

146a.76 Penicillin-streptomycin implanta-
tion pellets; penicillin-dihydro-
streptomycin implantation pel-
lets.

146a.77 Benzathine penicillin G for aque-
ous injection.

146a.78 Benzathine penicillin G and bluf-
fered crystalline penicillin for
aqueous injection.

146a.79 Chloroprocalne penicillin 0.
146a.80 Chloroprocaie penicillin 0 for

aqueous Injection.
146a.81 Penicillin-streptomycin vaginal

suppositories; penicillin-dihydro-
streptomycin vaginal supposito-
ries.

146a.82 Penicillin-streptomycin - bacitracin
dental paste; penicillin-dhydro-
streptomycin-bacitracin dental
paste.

146a.84 Penicillin and dihydrostreptomy-
cin-streptomycin sulfates, pro-
caine penicillin in dihydrostrep-
tomycin-streptomycin sulfates
solution.

See.
140a.85 Benzathino procaino-buffered crys-

talline ponicillins for aqueous In-
jection.

146a.86 Benzathine penicillin 0 and pro-
caine penicillin for aqueous in-
jection,

146a.87 Penicillin - bacitracin - neomyoln
ointment; penicillin-bacitracln-
neomycin In oil.

146a.88 Penicillin - streptomycin tablets:
penicillin - dihydrostreptomycn
tablets.

146a.89 Procaine penicillin - streptomy0in-
neomycin In oil; procaine peni-
cillin - dlhydrostreptomycin - neo-
mycin In oil; procaine penicillin-
streptomycin-neomycin o I n t -
ment; procaine peniclilin-dlhy-
drostreptomycin-ncomycin oint-
ment.

146a.90 Procaine penicillin and bentathino
penicillin Q in streptomycin sul-
fate solution,- procaine penicillin
and benzathine penicillin G ii
dihydrostreptomycin sulfate colU-
tion.

146a.91 Benzathine penicillin 0 and strep-
tomycin: benzathine penicillin a
and dihydrostreptomycin.

146a.92 Tablets bonzathino penicillin C and
crystalline penicillin.

146a.93 Penicillin - streptomycin powder:
penicillin - dihydrostroptomycin
powder.

146a.l4 Dibenzylamino penicillin 0.
146a.95 Dlbenzylamino penicillin and potas-

sium penicillin powder, buffered.
146a.96 Dibenzylamine penicillin and strep-

tomycin in oil; dibenzylarnino
penicillin and dihydrostreptomy-
cin In oil.

146a.97 Itydrabamine penicillin a.
146a.98 Hydrabamino penicillin 0 oral sus-

pension.
146a.99 Capsules crystalline penicillin 0.
146a.100 Benzathine penicillin a In oil.
146a.101 Benzathine penicillin a and pro-

caine penicillin a in oil,
140a.102 Benzathine penicillin a-procaine

penicillin G-streptomycin iti
oil; benzathino penicillin 0-
procaine penicillin 0-dihydro-
streptomycin in oil,

146a.103 Penicillin V (phenoxymethyl peni-
cillin).

146a.106 Tablets bonzathine penicillin Ci
and penicillin V

146a.107 Capsules penicillin V,
146a.108 Procaine penicillin-streptomnycin-

polymyxin In oil; procaine penl-
ci11 n - dlhydrostreptomyoin-
polymyxin In oil.

A THoRITY: HI 146a.24 to 146a,108 issued
under see. 701, 62 Stat. 1055; 21 U, S. C. 371.
Interpret or apply se. 507, 59 Stat. 403, as
amended; 21 U. S. C. 357.

§ 146a.24 Sodium Penicillin (penicillin
sodium, penicillin sodium salt), calcium
penicillin (penicillin calcium, Penicillin
calcium salt) crystalline Penicillin (orys-
talline penicillin sodium, crystalline Von.
icillin sodium salt, crystalline Penicillin
potassium, crystalline penicillin potas.
sium salt, crystalline penicillin G sodium,
crystalline penicillin G sodium salt, crys
talline Penicillin G potassium, crystalline
penicillin G potassium salt, crystalline
penicillin 0 sodium, crystalline penicillin
0 sodium salt, crystalline penicillin 0
Potassium, crystalline penicillin 0 potas-
sium salt)-(a) Standards of identity,
strength, quality, and purity. Sodium
penicillin Is the sodium salt of a kind of
penicillin, or a mixture of two or more
such salts; calcium penicillin Is the cal-
cium salt of a kind of penicillin, or a mim-
ture of two or more such salts; crystal-
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line penicillin is the heat-stable crystal-
line sodium or potassium salt of one or
more kinds of penicillin, but the quantity
of any salt of penicillin K therein is not
more than 30 percent; crystalline pen-
icillin G is crystalline penicillin which
contains not less than 85 percent by
weight of the sodium salt or potassium
salt of penicillin G; crystalline pen-
icillin O is crystalline penicillin which
contains not less than 85 percent by
weight of the sodium salt or potassium
salt of penicillin 0 and it contains
not more than 0.5 percent by weight of
the sodium salt or potassium salt of
penicillin G. Each such drug is so puri-
fied and dried that:

(1) Its potency is not less than 500
units per milligram, except that if it con-
tams not less than 90 percent of a salt of
penicillin X its potency is not less than
350 units per milligram;

(2) It is sterile;
(3) It is nontoxic;
(4) It is nonpyrogemc,
(5) Its moisture content-is not more

than 2.5 percent unless it is crystalline
penicillin in which case its moisture con-
tent is not more than 1.5 percent;

(6) Its pH in aqueous solution of 5,000
to 10,000 units per milliliter is not less
than 5.0 and not more than 7.5.

(b) Packagzng. In all cases the im-
mediate containers shall be tight con-
tamers as defined by the U. S. P., shall
be sterile at the time of filling and clos-
ing, shall be so sealed that the contents
cannot be used without destroying the
seal, and shall be of such composition
as will not cause any change in the
strength, quality, or purity of the con-
tent§ beyond any limit therefor in ap-
plicable standards, except that minor
changes so caused which are normal and
unavoidable in good packaging, storage,
and distribution practice shall be disre-
garded. In case it is packaged for dis-
pensing it shall be in immediate contain-
ers of colorless transparent glass, closed
by a substance through which a hypo-
dermic needle may be introduced and
withdrawn without removing the closure
or destroying its effectiveness; each such
container shall contain 100,000 units,
200,000 units, 300,000 units, 500,000 units,
1,000,000 units, 2,000,000 units, 3,000,000
units, 4.000,000 units, or 5,000,000 units.
except that when packaged and labeled
solely for dental use each such container
may contain not less than 10,000 units,
and each may be packaged in combina-
tion with a container of the solvent,
water for injection U. S. P., dextrose in-
jection 5 percent U. S. P. (if not pack-
aged for dental use) physiological salt
solution U. S. P., or an aqueous solution
of a suitable local anesthetic.

(c) Labeling. Each package shall bear
on its label or labeling as hereinafter
indicated, the following:

(1) On the outside wrapper or con-
tainer and the immediate container:

() The batch mark;
(i) The number of units In the Imme-

diate container;
(iii) The statement 'Expiration date

_ _.....' the blank being filled in with
the date which is 18 months or If it Is
crystalline penicillin 36 months, after
the month during which the batch was
certified: Provided, however That such
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expiration date may be omitted from the
immediate container If such immediate
container is packaged in an Individual
wrapper or container;

(Iv) The statement "For Manufactur-
Ing Use," "Fr Repacing," or "For Man-
ufacturing Use or Repacking" when
packaged for repacking or for use as an
Ingredient in the manufacture of another
drug, as the case may be.

(2) On the immediate container, the
statement "Sterile solution may be kept
in refrigerator for days without
significant loss of potency," the blank
being filled in with the figure "3" if It is
crystalline penicillin or with the figure
"7" if it Is not crystalline penicillin, un-
less such information is contained in the
labeling within the package from which
it is dispensed.

(3) On the outside wrapper or con-
tainer:

(i) If It is not crystalline penicillin.
the statement "Store In refrlgerator not
above 15° C. (59 ° F.)" or "Store below
150 C. (590 F.) "

(ii) The statement "Caution: Federal
law proldbits dispensing without pre-
scription," unles It is packaiged for dis-
pensing and It is Intended solely for
veterinary use and is conspicuously sco
labeled.

(liI) If it is packaged for dispensing
and it is intended for use by man, a ref-
erence speciflcally Identifying a readily
available medical publication contadning
information (including contraindica-
tions and possible sensitization) ade-
quate for the use of such drug by prac-
titioners licensed by law to administer
it; or a reference to a brochure or other
printed matter containing uch informa-
tion, and a statement that such brochure
or other printed matter will be sent on
request: Provided, howcver, That this
reference may be omitted If the Informa-
tion is contained in a circular or other
labeling within or attached to the
package.

(4) On the circular or other labeling
within or attached to the package, if It
is packaged for dispensing and it is In-
tended solely for veterinary use and is
conspicuously so labeled, adequate dirce-
tions and warnings for the veterinary use
of such drug by the laity. Such circular
or other labelin- may also bear a state-
ment that a brochure or other printed
matter containing information for other
veterinary uses of such drug by a veter-
inarian licensed by law to administer it
will be sent to such veterinarian on
request.

(d) Request for certification, clcT;
tests and assays; samples. (1) In addi-
tion to complying with the requirements
of § 146.2 of this chapter, a person who
requests certification of a batch shall
submit with his request a statement
showing the batch mark, the number of
packages of each size in the batch, the
number of units in each package, and
(unless it was previously submitted) the
date on which the latest assay of the
drug comprising the batch was com-
pleted. Such request shall be accom-
pamed or followed by the results of tests
and assays made by him on the batch
for potency, sterility, toxicity, pyrogens,
moisture, pH, penicillin K content (un-
less it is crystalline penicillin G or crys-
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talline panIcillin 0), crystallinity and
heat stability if it Is crystalline p-nicil-
lin, the penicillin G content if it is crys-
talline penicillin G or crystalline penicil-
lin 0, and the penicillin 0 content if it
is crystalline penicillin 0. If such batch -
or any part thereof Is to be packaged
with a solvent such request shall also be
acompanmed by a statement that such
solvent conforms to the requirements
prezcribed therefor by this section-

(2) if such batch Is packaged for dis-
pensing, such person shall submit with
his request a sample consisting of 10 im-
mediate containers for sterility testing
and, for all tests except sterility, one
immedinte container for each 5,000 im-
mediate containers in the batch but in
no case less than or more than the fol-
lowing quantities (excluding the 10 con-
tainers submitted for sterlity)

(1) If It Is not crystalline penicillin,
not less than 6 or more than 13 Imme-
diate containers;

(1) If it is crystalline penicillin, other
than crystalline penicillin a or crystal-
line penicillin 0, not less than 8 or more
than 15 immediate containers;

(iL) If It Is crystalline penicillin G or
crystalline penicillin 0, not less than 10
or more than 17 immediate containers;
or

(iv) If It Is packaged In containers
of less than 100,000 units each for dental
use. not lez: than 20 or more than 100
Immediate containers if It is not crystal-
line panicillin, and not less than 40 or
more than 100 immediate container; if
It is crystalline penicillin.
Such sample shall be collected by taking
single Immediate containers before or
after labzling, at such intervals through-
out the entire time of packaging the
batch that the quantities packaged dur-
ing the intervals are approximately
equal.

(3) If smch batch is packaged for re-
packing or for use in the manufacture
of another drug, such person shall sub-
mit with his request an accurately
reprcentative sample of the batch, con-
sisting of the following:

(1) For all tests except sterility, 6
paclages, or in the case of crystalline
penicillin 10 packages, containing ap-
proximately equal portions of not less
than G0 mfllgrams each.

(i) For sterility testing; 10 packages,
each containing approximately 300
milligrams.
Each such portion shall be taken from
a different part of such batch, and each
shall be packaged in accordance with tha
requirements of paragraph (b) of this
section.

(4) In connection with contemplated
requests for certification of repacked
batches or batches of another drug in
the manufacture of which It Is to be used,
the manufacturer of a batch which Is
to be so repacked or used may request
the Commissioner to make check tests
and assays on a sample of such batch
taken as prescribed by subparagraph (3)
of this paragraph. From the informa-
tion required by subparagraph (1) of this
paragraph may be omitted results of
tests and assays not required for the
batch whem used in such other dru.%
The Commissioner shall report to such
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manufacturer results of such check tests
and assays as are so requested.

(e) Fees. The fee for the services ren-
dered with respect to each batch under
the regulations in this part shall be:

(1) $4.00 for each immediate con-
tamer in the samples submitted in ac-
cordance with paragraph (d) (2) (I)
(ii) and (ill) (3) (i) and (4) of this
section; $1.00 for each immediate con-
tainer in the sample submitted in ac-
cordance with paragraph (d) (2) (iv)
of this section; and

(2) If the Commissioner considers that
investigations, other than examination
of such immediate containers, are neces-
sary to determine whether or not such
batch complies with the requirements of
§ 146.3 of this chapter for the issuance of
a certificate, the cost of such investiga-
tions.
The fee prescribed by subparagraph
(1) of this paragraph shall accompany
the request for certification unless
such fee is covered by an advance
deposit maintained In accordance with
§ 146.8 (d) of this chapter.

(f) Exemption of crystalline penzcil-
lin G from certification. Crystalline
penicillin G sodium, crystalline penicillin
Q sodium salt, crystalline penicillin G
potassium, crystalline penicillin G po-
tassium salt, shall be exempt from the
requirements of sections 502 (1) and 507
of the act. No provision of any regula-
tion In this part shall apply to such drug
except the standards of identity,
strength, quality, and purity specified
for Its use in the manufacture of another
drug.

§ 146a.25 Penicillin in oil and wax
(calcium penicillin in oil and wax, cryjs-
talline penicillin in oil and wax)-(a)
Standards of identity, strength, quality,
and purity. Penicillin in oil and wax
is a suspension of calcium pemeil-
lin or crystalline penicillin in a mens-
truum of refined peanut oil or sesame oil
In which white wax is dispersed. If it is
represented to be frep-1lowng, not less
than 50 percent of the total relative
weight of the penicillin in the drug con-
sists of penicillin having a particle size
of not less than 50 microns in length.
Its potency Is 100,000 units, 200,000 units,
or 300,000 units per milliliter except if It
Is packaged and labeled solely for udder
Instillations of cattle its potency is 2.000
units per milliliter. The content of white
wax in the menstrutum before the addi-
tion of the penicillin Is not less than 3.0
percent (w/v) if the potency is to be not
more than 200,000 units per milliliter,
and not less than 4.7 or more than 4.9
percent (w/v) if the potency Is to be
300,000 units per milliliter. The mois-
ture content is not more than 1.0 percent.
It is sterile. The calcium pemcillin or
crystalline penicillin used conforms to
the requirements of § 146a.24 (a) but its
potency is not less than 750" units per
milligram if it is used in making a prod-
uct of not more than 200,000 units per
milliliter, and not less than 900 units
per milligram if it Is used in making a
product containing 300,000 units per mil-
liliter. The peanut oil, sesame oil, and
the white wax used conform to the
standards prescribed therefor by the
U. S. P.

(b) Packaging. The immediate con-
tainer of penicillin in oil and wax shall be
of colorless transparent glass (if' pack-
aged and labeled solely for udder instilla-
tions of cattle, it shall be of transparent
glass) so closed as to be a tight container
as defined by the U. S. P., shall be sterile
at the time of filling and closing, shall be
so sealed that its contents cannot be used
without destroying such seal, and shall
be of such composition as will not cause
any change In the strength, quality, or
purity of the contents beyond any limit
therefor in applicable standards, except
that minor changes so caused which are
normal and unavoidable In good packag-
ing, storage, and distribution practice
shall be disregarded. The quantity of
penicillin in oil and wax In each such
container shall be not less than one mil-
liliter and not more than 20 milliliters,
unless it Is packaged for repacking or is
packaged and labeled solely for udder In-
stillations of cattle. Unless it is pack-
aged for repacking each container shall
be filled with a volume of penicillin In oil
and wax in excess of that designated,
which excess shall be sufficient to per-
mit the withdrawal and the administra-
tion of the volume indicated whether ad-
ministered in either single or multiple
doses.

(c) Labeling. Each package of pen-
icillin in oil and wax shall bear, on Its
label or labeling, as hereinafter indi-
cated, the following:

(1) On the outside wrapper or con-
tainer and the immediate container of
the package:

(I) The batch mark;
(ii) The number of units per milliliter

of the batch;
(iii) The statement "Expiration date

--------- " the blank being filled in, if
crystalline penicillin is used, with the
date which is 18 months, or if crystalline
penicillin is not used, with the date which
is 12 months after the -month during
which the batch was certified: Provided,
however That such expiration date may
be omitted from the immediate container
if such immediate container is packaged
in an individual wrapper or container;

(iv) The statement "For intramuscu-
lar use only";

(v) If it Is represented to 'be free-
flowing, the statements "Do not heat"
and "Shake well"-

(vi) If it Is -represented to contain
2,000 units per milliliter, the statement
"For udder instillations of cattle only";
and

(vii) The name of each oil used in
making -the batch.

(2) On the outside wrapper or con-
tamer"

(I) The statement "Caution: Federal
law prohibits dispensing without pre-
scription," unless it is packaged for dis-
pensing and it is intended solely for
veterinary use and is conspicuously so
"labeled.

(ii) If it is packaged for dispensing
and it is intended for use by man, a
reference specifically identifying a read-
ily available medical publication con-
taming information (including contra-
Indications and possible sensitization)
adequate for the use of such drug by
practitioners licensed by law to admin-
ister it; or a reference to a brochure or

other printed matter containing such in-
formation, and a statement that such
brochure or other printed matter will be
sent on request: Provided, however, That
this reference may be omitted If the
information is contained in a circular
or other labeling within or attached to
the package.

(3) On the circular or other labeling
within or attached to the package, If it
Is packaged for dispensing and It is in-
tended solely for veterinary use and is
conspicuously so labeled, adequate direc-
tions and warnings for the veterinary
use of such drug by the laity. Such
circular or other labeling may also bear
a statement that a brochure or other
printed matter containing information
for other veterinary uses of such drug by
a veterinarian licensed by law to admin-
ister it will be sent to such veterinarian
on request.

(d) Requests for certification; sam-
ples. (1) In addition to complying with
the requirements of § 146.2 of this chap-
ter, a person who requests certification
of a batch of penicillin in oil and wax
shall submit with his request a statement
showing the batch mark, the number of
packages of each size in such batch, tile
batch mark and (unless It was previ-
ously siqbmitted) the date on which the
latest assay of the penicillin used in mak-
ing such batch was completed, the num-
ber of units In each of such packages, the
quantity of each ingredient used in mnlk:-
ing the batch, the date on which the
latest assay of the drug comprising such
batch was completed, and that the pea-
nut oil or sesame oi, and white wax used
in making such batch conforms to the
requirements prescribed therefor by this
section.

(2) Except as otherwise provided by
subparagraph (4) of this paragraph,
such person shall submit In connection
with his request results of the tests and
assays listed after each of the following,
made by him on an accurately repre-
sentative sample of:

(I) The batch; potency, sterility, mois-
ture, and If It Is represented to be free-
flowing, the particle size of the penicillin,

(MI) The penicillin Used In making the
batch; potency, sterility, toxicity, pyro-
gens, moisture, pH, penicillin K content
(unless It Is crystalline penicillin 0),
crystallinity and heat stability if it Is
crystalline penicillin, and the penicillin a
content If it is. crystalline penicillin 0.

(3) Except as otherwise provided by
subparagraph (4) of this paragraph,
such person shall submit In connection
with his request, In the quantities here-
inafter Indicated, accurately representa-
tive samples of the following:

(I) The batch:
(a) For all tests except sterility; one

package for each 500 packages in the
batch, but In no case less than 3 paclk-
ages, except if It Is represented to be
free flowing, in which case not less than
4 packages or more than 12 packages,

(b) For sterility testing; 10 packages.
Such samples shall be collected by tak-
ing single packages at such intervals
throughout the entire time of packaging
the batch that the quantities packaged
during the intervals are approximately
equal.
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(ii) The penicillin used in makin the
batch:

(a) For all tests except sterility- 6
packages if it is calcium penicillin or 10
packages if it is crystalline penicillin,
each containing approximately equal
portions of not less than 60 milligrams.

(b) For sterility testing; 10 packages,
each containing approximately equal
portions of not less than 300 milligrams.
Such samples shall be packaged in ac-
cordance with the requirements of
§ 146a.24 (b)

(Ili) in case of an initial request for
certification, the peanut oil or sesame oil
and white wax used in making the batch;
one package of each contaimng, respec-
tively, approximately 200 grams and 25
grans.

(4) No result referred to in subpara-
graph (2) (ii) of this paragraph, and no
sample referred to in subparagraph (3)
(ii) of this paragraph, is required if such
result or sample has been previously
submitted.

(e) Fees. The fee for the services
rendered with respect to each batch of
penicillin in oil and wax under the regu-
lations in this part shall be:

(1) $4.00 for each package in the
samples submitted in accordance with
paragraph d) (3) (i) (a) and (ii) (a),
and (iii) of this sectionf and

(2) If the Commissioner considers
that investigations, other than examma-
tion of such packages, are necessary to
determine whether or not such batch
complies with the requirements of § 146.3
of this chapter for the issuance of a
certifcte, the cost of such mvestiga-
tions.

The fees prescribed by subparagraph
(1) of this paragraph shall accompany
the request for certification unless such
fee is covered by an advance deposit
maintained In accordance with § 146.8
(d) of this chapter.

§ 146a.26 Penicillin ozntment- (a)
Standards of identity, strength, quality,
and purity. Penicillin ointment is cal-
cium penicillin, crystalline penicillin,
procaine penicillin, or I-ephenamme
penicillin G in a suitable and harmless
ointment base, with or without a suitable
anesthetic. If it is intended solely for
veterinary use and is conspicuously so
labeled, it may contain nitrofurazone
and a suitable and harmless salt of
cobalt. Its moisture content is not
more than 1.0 percent. Its potency is
not less than 250 units per gram, ex-
cept if it is packaged and labeled solely
for udder instillations of cattle, its po-
tency is not less than 2,000 units per
gram. The calcium penicillin or crys-
talline pencillin used conforms to the
requirements of § 146a.24 (a) except
the limitation on penicillin K content,
and except subparagraphs (1) (2) and
(4) of that paragraph, but its potency is
not less than 300 units per milligram.
The procaine penicillin used conforms to
the requirements of § 146a.44 (a) except
subparagraphs (2) and (3) of that para-
graph. The I-ephenamine penicillin G
used conforms to the requirements of
§ 146a.64 (a), except § 146a.64 (a) (2)
and (3) Each other substance used,
if its name is recogmzed in the U. S. P
or N. F., conforms to the standards pre-
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scribed therefor by such ofciel com-
pendium.

(b) Packaging. Unless it Is intended
solely for veterinary use, penicillin oint-
ment shall be packaged in collapsible
tubes, which shall be well-closed con-
tainers as defined by the U. S. P., and
shall not be larger than the ,e-ounce
size if such ointment is represcnted for
ophthalmic use, and in no case larger
than the 2-ounce size. The composition
of the immediate container shall be such
as will not cause any change In the
strength, quality, or purity of the con-
tents beyond any limit therefor in ap-
plicable standards, except that minor
changes so caused that are normal and
unavoidable In good packmging, stor:,=e,
and distrlbution practice shall te diz-
regarded.
(c) Labeling. Each package of pen-

icillin ointment shall b:ar, on It lab,2l
or labeling as hereinafter indicated, the
following:

(1) On the outside wrapper or con-
tainer and the Immediate container:
(1) The batch mark;
(it) The number of units per gram of

the batch;
(Ill) The statement '"plraton date

," the blank being filled in
with the date. which is not more than
12 months after the month during which
the batch was certified, e:copt that the
blank may be filled in wlth the date
which is 18 or 24 or 3G months after the
month during which the batch was certi-
fied, if the person who requezts certifica-
tion has submitted to the Commissioner
results of tests and astays showing that
after having been stored for such perlod
of time such drug as prepared by him
complies with the standards prcscribed
by paragraph (a) of this section: Pro-
vided, however, That such expiration
date may be omitted from the immediate
container if such immediate container
is packaged in an individual wrapper or
container;
(iv) If it is labeled solely for udder In-

stillations of cattle and is packaged In
glass containers, the statements "Not for
injection," 'Tor udder instillations of
cattle only," and "Shake well";

v) If the batch contains in addition
to penicillin one or more other active
ingredients specified in paragmaph (a) of
this section, the name and quantity of
each such other ingredient per gram of
the batch.

(2) On the outside wrapper or con-
tainer:

(I) The statement "Store in refrigem-
tor not above 15o C. (59o F.)" or "Store
below 15* C. (590 F.) "unlcs the pron
who requests certification has submitted
to the Commissioner results of tests and
assays showing that such drug as pre-
pared by him complies with the stand-
ards prescribed by paragraph (a) of this
section after.having been stored at room
temperature, but in no case shall such
statement be required if It Is labeled with
an expiration date which is 9 months
after the month during which the batch
was certified;
(ii) The statement "Caution: Federal

law prohibits dispensing without pre-
scription," unless it is packmged for di-
pensmg and it is intended colely for

veterinary use and is conspicuously so
labeled.

(il) If It is packaged for dispensing
and It Is intended for ue by man, a ref-
erence spcficall Identifying a-readily
available medical publication containing
information (including contraindica-
tions and poesble sentization) ade-
quate for the use of such drug by prac-
titioners licensed by law to administer it;
or a reference to a brochure or other
printed matter containing such informa-
tion, and a statement that such brochure
or other printed matter will be sent on
request: Provirdd, howerer, That this
reference may be omitted if the informa-
tion is contained in a circular or other
lab2ling within or attached to the pack-
age.

(3) On the circular or other labeling
within or attached to the package, if it
Is packaged for dispensing and it is in-
tended solely for veterinary use and is
conspicuously so labeled, adequate direc-
tions and warnings for the veterinary
use of such drug by the laity. Such
circular or other labeling may also bear
a statement that a brochure or other
printed matter containing Information
for other vetenary uses of such drug by
a veterinarian licensed by law to admin-
ister it will be sent to such veterinarian
on request.

Md RFcaecst for certification; samples.
(1) In addition to complying with the
requirements of , 146.2 of this chapter, a
person who requests certification of a
batch of panicillin ointment shall submit
with his request a statement showing the
batch mark, the number of packages of
each size in such batch, the batch mark
and (unles It was previously submitted)
the date on which the latest assay of the
penicillin used in making such batch was
completed, the quantity of each in-
gredicnt used in making the batch, the
date on which the latest assay of the drug
comprising such batch was completed,
and that each component of the oint-
ment base used conforms to the require-
ments prescribed thereforby this section.

(2) Except as otherwise provided by
subparagraph (4) of this paragraph, such
person shall submit in connection with
his rcque3t rcults of the tests and as-
says licted after each of the following,
made by him on an accurately repre-
sentautive sample of:

(1) The batch; potency and moisture.
(it) The penicillin used in making the

batch; potency, toxcity, moisture, pH,
crystallinity if It Is a crystalline salt of
penicillin, heat stability if it is crystal-
line penicillin or Z-ephenamine penicil-
lin G, the penicillin G content if it is
penicillin G, and the specific rotation if
it is Z-ophenalmne penicillin G.

(3) Fxc-pt as otherwise provided by
subparagraph (4) of this paragraph, such
person shall submit in connection with
hl rcquest, in the quantities hereinafter
Indicated, accurately representative sam-
pies of the following:

(1) The batch; one package for each
5,000 packages in the batch, but in no
case les than 5 packages or more than
12 pa&c'mgez, collected by ttig single
packages at such intervals throughout
the entire time of packaging the batch
that the quantities packTaged during the
intervals are approximately equal.
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(i) The penicillin used In making the
batch; 5 packages, or in the case of crys-
talline penicillin, 10 packages, each con-
taining approximately equal portions of
not less than 60 milligrams if it is not
procaine penicillin, and not less than 300
milligrams if it is procaine penicillin,
packaged in accordance with the re-
quirements of §-146a.24 (b) or § 146a.44
(b)

(1i) In case of an Initial request for
certification, the ingredients used In
making the batch; one package of each
containing approximately 200 grams.

(4) No result referred to in subpara-
graph (2) (ii) of this-paragraph, and
no sample referred to in subparagraph
(3) (II) of this paragraph, is required if
such result or sample has been previously
submitted.

(e) Fees. The fee for the services
rendered with respect to each batch of
penicillin ointment under the regulations
In this part shall be:

(1) $4.00 for each package In the
sample submitted in accordance with
paragraph (d) (3) (1) of this section,
$4.00 for each package in the samples
submitted in accordance with paragraph
(d) (3) (i) and (iii), of this section;
and

(2) If the Commissioner considers that
investigations, other than examination of
such packages, are necessary to deter-
mine whether or not such batch complies
with the requirements of §'146.3 of this
chapter for the issuance of a certificate,
the cost of such investigations.
The fee prescribed by subparagraph
(1) of this paragraph shall accompany
the request for certification unless such
fee Is covered by an advance deposit
minamtained. in accordance with § 146.8
(d) of this chapter.

§ 146a.27 Penicillin t a b l e t s - (a)
Standards pf identity, strength, qual-
ity, and purity. Penicillin tablets are
tablets composed of sodium pemcil-
lin, calcium penicillin, potassium peni-
cillin, crystalline penicillin 0, crystal-
line penicillin V benzathme penicillin G,
or procame pemcillin, with or without
one or more suitable analgesic sub-
stances, antihistamnmes, and caffeine
and with or without one or more suitable
and harmless vitamin substances, buffer
substances, diluents, binders, lubricants,
colorings, and flavorings. They may also
contain probenecid or one or morQ suit-
able sulfonamides. The potency of eacl4
tablet is not less than 50,000 units, and
if it is less than 100,000 units it is un-
scored. Its moisture content is not more
than 1.0 percent if it contains sodium
penicillin, calcium penicillin, potassium
penicillin, or crystalline pemcillin 0; not
more than 2.0 percent if it contains pro-
caine penicillin; not more than 3.0 per-
cent if it contains crystalline penicillin
V and not more than 8.0 percent if it
contains benzathme penicillin G. The
penicillin used conforms to the standards
prescribed for such drug by the regula-
tions in this chapter, except the stand-
ards for sterility and pyrogens. Each
other substance used, if its name is
recognized in the U. S. P or N. F., con-
forms to the standards prescribed there-
for by such official compendium.

(b) Packaging. Unless each penicil-
lin tablet Is enclosed in a foil or plastic

film and such enclosure is a tight con-
tainer as defined by the U. S. P., except
the provision that It shall be capable of
tight reclosure, the immediate container
shall be a tight container as so deflneil.
The immediate container may also con-
tain a desiccant separated from the tab-
lets by a plug of cotton or other like
material. The composition of the Im-
mediate container, or of the foil or film
enclosure, !;hall be such as will not cause
any change in the strength, quality, or
purity of the contents beyond any limit
therefor In applicable standards, except
that minor changes so caused which are
normal and unavoidable in good packag-
ing, storage, and distribution practice
shall be disregarded. If the penicillin
tablets are freely soluble, each immedi-
ate container may be packaged in com-
bination with one immediate container
of a suitable and harmless aqueous ve-
hicle with or without one or more suit-
able sulfonamides.

(c) Labeling. Each package of peni-
cillin tablets shall bear, on Its label or
labeling as hereinafter indicated, the
following:

(1) On the outside wrapper or con-
tainer and the immediate container:

(I) The batch mark;
(ii) The number of units in each tab-

let of the batch;
(iii) If the batch contains, in addition

to penicillin, one or more of the other ac-
tive ingredients specified in patagraph
(a) of this section, the name and quan-,
tity of each such other ingredient in each
tablet.

(iv) 'If the batch contains buffer sub-
stances, the name of each such sub-
stance used In making the batch;

(v) If it is a packaged combination of
penicillin tablets and a vehicle with or
without sulfonamides, a statement giv-
ing the method of dissolving the peni-
cillin; and

(vi) The statement "Expiration date
-," the blank being filled

in with one of the following dates after
the month during which the batch was
certified:.

(a) If a crystalline penicillin is not
used, 12 months.

(b) If a crystalline penicillin is used
and it contains a vitamin substance, 18
months.

(c) If a penicillin V is used, and it
does not contain a vitamin substance,
24 months.

(d) If a crystalline penicillin other
than a penicillin v is used and it does not
contain a vitamin substance, 36 months.

.(e) In lieu of the expiration date pre-
scribed above for a drug, if the person.
who requests certification-has submitted
to the Commissioner results of tests and
assays that show such drug as prepared
by him is stable for 24 months, 36
months, 48 months, or 60 months, such
date may be used for such drug:
Provided, however That such expiration
date may be omitted from the immediate
container if such immediate container is
packaged in an individual wrapper or
container.

(2) On the outside wrapper or con-
tamer:

(i) The statement "Caution- Federal
law prohibits dispensing without pre-
scription;" unless it is packaged for dis-

pensing and it Is intended solely for vet-
erinary use and is conspicuously so
labeled.

(ii) If it is packaged for dispensing and
It is intended for use by man, a refer-
ence specifically identifying a readily
available medical publication containing
information (including contraindica-
tions and possible sensitization) ade-
quate for the use of such drug by prac-
titioners licensed by law to administer It,
or a reference to a brochure or other
printed matter containing such Informa-
tion, and a statement that such brochure
or other printed matter will be sent on
request: Provwded, however, That this
reference may be omitted if the informa-
tion is contained in a circular or other
labeling within or attached to the pack-
age.

(3) On the label and labeling, if It con-
tains, in addition to penicillin, one or
more of the other active Ingredients
specified In paragraph (a) of this sec-
tion, after the name "penicillin tablets,"
wherever it appears, the words "with

----.- (tlhe blank being filled in with the
common or usual name of each such
other ingredient)" in Juxtaposition with
such name.

(4) On-the circular or other labeling
within or attached to the package, if It
is packaged for dispensing and It is in-
tended solely for veterinary use and is
conspicuously so labeled, adequate direc-
tions and warnings for the veterinary use
of such drug by the laity. Such circular
or other labeling may also bear a state-
ment that a brochure or other printedL
matter containing Information for other
veterinary uses of such drug by a veterl-
narian licensed by law to administer it
will be sent to such veterinarian on re-
quest.

(d) Requests jor certification, sam-
ples. (1) In addition to complying with
the requirements of § 146.2 of this chap-
ter, a person who requests certification
of a batch of penicillin tablets shall sub-
mit with his request a statement showing
the batch mark, the number of packages
of each size In such batch, the batch
mark and (unless It was previously sub-
mitted) the date on which the latest
assay of the penicillin used in making
such batch was completed, the number of
units in each tablet, the quantity of each
ingredient used in making the batch, .the
date on which the latest assay of the drug
comprising such batch was completed,
and a statement that each ingredient
used in making the batch conforms to
the requirements prescribed therefor, if
any, by this section.

(2) Except as otherwise provided, in
subparagraph (4) of this paragraph,
such person shall submit in connection
with his request results of the tests and
assays listed after each of the following,
made by him on an accurately represent-
ative sample of:

(i) The batch; average potency per
tablet and average moisture.

(ii) The penicillin used in making the
batch; potency, toxicity, moisture, PH,
penicillin K content (unless it is crystal-
line penicillin G, crystalline penicillin 0,
or crystalline penicillin V), crystallinity
if it is crystalline penicillin; heat sta-
bility if it Is crystalline sodium peni-
cillin, potassium penicillin, or crystalline
penicillin 0; the penicillin a content If
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it is a penicillin G or crystalline peni-
cillin 0- the penicillin V content if it is
a penicillin V- and the penicillin 0 con-
tent if it is crystalline penicillin 0.

(3) Except as otherwise provided by
subparagraph (4) of this paragraph, such
person shall submit in connection with
his request, in the quantities herein-
after indicated, accurately representa-
tive samples of the followng:

(i The batch; one tablet for each
5,000 tablets in the batch, but in no case
less than 20 tablets or more than 100 tab-
lets, collected by taking single tablets at
such intervals throughout the entire time
of tableting that the quantities tableted
during the intervals are approximately
equal.

(ii) The penicillin used in making the
batch; 6 packages, or in the case of crys-
talline penicillin 10 packages, each con-
taming approximately equal portions of
not less than 60 milligrams, except that
if it is procaine penicillin, benzathme
penicillin G, or penicillin V each package
shall contain not less than 300 milli-
grams, packaged in accordance with the
requirements of § 146a.24 (b) 146a.44
(b) 146a.68 (b) or 146a.103 (b)

(iII) In case of an initial request, each
other substance used in making the
batch; one package of each, containing
approximately 5 gm., and if the batch
or any part thereof is to be packaged in
combination with an aqueous vehicle,
or when any change is made in the
composition of such vehicle, five pack-
ages of the vehicle included in the
combination.

(4) No result referred to in subpara-
graph (2) (ii) of this paragraph, and no
sample referred to in subparagraph (3)
(ii) of this paragraph, is required if such
result or sample has been previously
submitted.

(e) Fees. The fee for the services
rendered with respect to each batch of
penicillin tablets under the regulations
in this part shall be:

(1) $1.00 for each tablet in the sample
submitted in accordance with paragraph
(d) (3) (i) of this section; $400 for each
package in the samples submitted in ac-
cordance with paragraph (d) (3) (il)
and (Iii) of this section; and

(2) If the Commissioner considers that
investigations, other than examination
of such tablets and packages, are neces-
sary to determine whether or not such
batch complies with the requirements of
§ 146.3 of this chapter for the issuance
of a certificate, the cost of such investi-
gations.
The fee prescribed by subparagraph
(1) of this paragraph shall accompany
the request for certification, unless such
fee is covered by an advance deposit
maintained in accordance with § 146.8
(d) of this chapter.

Wf) Exemption of penicillin tablets
from certification. Penicillin tablets,
with or without added vitamin sub-
stances and residues from streptomyces
fermentation, shall be exempt from the
requirements of sections 502 (1) and 507
of the act, if they comply with the fol-
lowing conditions:

(1) They contain not more than 1,000
units per tablet.
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(2) The outside wrapper or cont2iner
and the immediate container baar an
expiration date that is not more than
36 months after the month during which
the batch was last assayed and released
by the manufacturer.

(3) They are intended to be admin-
Istered only in the drinking water of
poultry for use solely as a feed supple-
ment and are conspicuously so labeled;
they are not represented for the preven-
tion or treatment of disease; and their
labeling bears adequate directions for ue
by laymen.

§ 146a.28 Crystalline penicillin G oral
suspension, Crylstaline penicillin G so-
dium oral suspension, potassium peni-
cillin G oral suspension-(a) Standards
of udentity, strength, quality, and pu-
rity. Crystalline penicillin G oral sus-
pension is crystalline penicillin G sodium
or potassium penicillin G and one or
more suitable and harmless suspending
or dispersing agents and prezervatives,
with or without probenecid or one or
more suitable sulfonamldes and suitable
and harmless buffer substances, color-
ings, and flavorings, suspended in a suit-
able and harmless vehicle. Its potency
is not less than 20,000 units per milli-
liter. Its moisture content Is ilot more
than 1.0 percent. The crystalline pen-
icillin used conforms to § 146a.24 (a),
except § 146g.24 (a) (2) and (4). Each
other substance used, if Its name is rec-
ognized in the U. S. P. or N. F., conforms
to the standards prescribed therefor by
such official compendium.

(b) Packaging. The Immediate con-
tainer shall be a tight container as de-
fined by the U. S. P., and shall be of
such composition as will not cause any
change in the strength, quality, or
purity of the contents beyond any limit
therefor in applicable standards, except
that minor changes so caused that are
normal and unavoidable in good pachag-
=ng, storage, and distribution practice
shall be disregarded.

(c) Labeling. Each package shall
bear on Its label or labeling, as herein-
after indicated, the following:

(1) On the outside wrappzr or con-
tainer and the immediate container:

(I) The batch mark.
(1I) The number of units in each milli-

liter of the batch.
(liI) The name of each buffer sub-

stance, the quantity of probenceld, and
the name and quantity of each sulfona-
mide and preservative used in making
the batch.

(iv) The statement "Shake well."
(v) The statement "Expiration date

the blank being filled in with
the date which is 24 months after the
month during which the batch was
certified: Provided, however, That such
expiration date may be omitted from the
immediate container if such immediate
container is packaged in an individual
wrapper or container.

(2) On the outside wrapper or con-
tainer:

(i) The statement "Caution: Federal
law prohibits dispensing without pre-
scription," unless it is paclaged for dis-
pensing and is intended solely for
veterinary use and Is conspicuously so
labeled.
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(II) If It Is packaged for disensing
and It is intended for use by man, a
reference spe-cIfically Identifying a
readily available medical publication
containing Information (including con-
traindicatlons and posible sensitization)
adequate for the use of such drug by
practitioners licensed by law to admin-
Ister It; or a reference to a brochure or
other printed matter containing such
information, and a statement that such
brochure or other printed matter will
be sent on request: Provided, iows3rr
That this reference may be omitted if
the information is contained in a cir-
cular or other labeling withn or at-
tached to the package.

(3) On the label and labeling, if it
contains, in addition to penicillin, one
or more of the other active mgredients
specified in paragraph (a) of this sec-
tion, after the name "crystalline penicil-
in G oral suspension," wherever it ap-
pears, the words "with- (the blank
being filled in ith the common or usual
name of each such other ingredient)"
in juxtaposition with such name.

(4) On the circular or other labeling
within or attached to the package, if it
is packaged for dispensing and it is in-
tended solely for veterinary use and is
conspicuously so labeled, adequate di-
rections and warnings for the veterinary
use of such drug by the laity. Such cir-
cular or other labeling may also bear a
statement that a brochure or other
printed matter containing information
for other veterinary uses of such drug
by a veterinarian licensed by law to ad-
minister It will be sent to such veteri-
narian on request.

(d) Request for certiftcation; sam-
ples. (1) In addition to complyiM with
the requirEments of § 146.2 of this chap-
ter, a. person who requests certification
of a batch shall submit with his request
a statement showing the batch mark, the
number of packages of each size in such
batch, the batch mark and (unless it was
previously submitted) the date on wich
the latest aczay of the penicillin G used
in m n such batch was completed, the
potency per milliliter of the batch, the
date on vhich the latest assay of the drug
comprising such batch was completed,
the quantity of each ingredient used in
making the batch, and a statement that
each such ingredient conforms to the
requirements prezcribed therefor by this
section.

(2) Except as otherwise provided in
subparagraph (4) of this paragraph,
such person shall submit in connection
with his request results of the tests and
assays listed after each of the following,
made by him on an accurately represent-
ative s.mple of:

(i) The batch; average potency per
milliliter and moisture.

(11) The penicillin G used in mahing
the batch; potency, toxicity, pT, mois-
ture, crystalllnity, and the penicillin G
content.

(3) Except as otherwise provided by
subparagraph (4) of this paragraph,
such person shall submit in connection
with his request, in the quantities here-
inafter indicated, accurately representa-
tive samples of the following:

(I) The batch; 1 immediate container
for each 5,000 immediate containers in
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the batch, but in no case less than 5 or
more than 12 immediate containers, col-
lected by taking single immediate con-
tainers at such intervals throughout the
entire time of packaging the batch that
the quantities packaged dunng the' in-
tervals are approximately equal.

(ii) The penicillin G used in making
the batch; 10 packages, each containing
approximately equal portions of not less
than 60 milligrams, packaged in ac-
cordance with the- -requirements of
§ 146a.24 (b)

(i) In case of an initial request for
certification, each other ingredient.used
In making the batch; 1 package of each
containing approximately 5.0 grams.

(4) No result referred to in subpara-
graph (2) (ii) of this paragraph, and
no sample referred to in subparagraph
(3) (ii) of this paragraph, is required
if such result or sample has been previ-
ously submitted.

(e) Fees. The fee for the services
rendered with respect to each batch un-
der the regulations in this part shall be:

(1) $4.00 for each package in the sam-
ples submitted in accordance with para-
graph (d) (3) (i) (ii) and (iII) of this
section.

(2) If the Commissioner considers
that investigations,,other than the ex-
amination of such immediate containers,
are necessary to determine whether or
not such batch complies with the re-
quirements of § 146.3 of thl§ chapter for
the Issuance of a certificate, the cost of
such investigations.
The fee prescribed by subparagraph (1)
of this paragraph shall accompany the
request for certification unless such fee is
covered by an advance deposit main-
tained in accordance with § 146.8 (d) of
this chapter.

§ 146a.29 Penicillin with aluminum
hydroxide gel-(a) Standards o1 identi-
ty, strength, quality, and purity. Pemcil-
lin with aluminum hydroxide gel is a
packaged combination of one immedi-
ate container of penicillin and one
immediate container of aluminum hy-
droxide gel. Such %penicillin conforms
to the standards prescribed therefor bJy
§ 146a.24 (a) except subparagraphs (1)
and (4) of § 146a.24 (a) but its potency
is not less than 300 units per milligram.
Such aluminum hydroxide gel conforms
to the standards prescribed therefor by
the U. S. P., but contains not more
than 50 viablejmcroorganisms per milli-
liter.

(b) Packaging. The Immediate con-
tainer of the penicillin shall conform to
the packaging requirements set forth in
§ 146a. 24 (b) except that it shall contain
not less than 300,000 units and its closure
may be one through which a hypodermic
needle cannot be introduced. The im-
mediate container of the aluminum hy-
droxide gel shall be a tight container as
defined by the U. S. P., the quantity
therein shall be 30 milliliters for each
100,000 units in the immediate container
of penicillin.

c) Labeling. Each package of pen-
Icillin with aluminum hydroxide gel shall
bear on its label or labeling, as herein-
after indicated, the following:

(1) On the outside wrapper or con-
tainer and on the immediate container of
the penicillin:

(I) The batch mark:
(ii) The number of units in such con-

tainer; and
(iii) The statement "Expiration date

. " the blank being filled in with
the date which is 18 months after the
month during which the batch was certi-
fled, unless it is crystalline penicillin, in
which case the blank Is filled in with the
date which is 36 months after the month
during which the batch was certified:
Provided, however That such expiration
date may be omitted from the immediate
container if such immediate container is
packaged in an individual wrapper or
container.

(2) On the Immediate container of the
penicillin, the statement "Warning-Not
for injection," unless it conforms to the
standards and packaging requirements
prescribed therefor by § 146a.24 (a) and
(b) except that the immediate container
may contain 300,000 units.

(3) On the immediate container of the
aluminum hydroxide gel, the conditions
under which the mixture should be
stored, including a reference to its in-
stability when stored under other condi-
tions, and the statement "The mixture
may be kept in refrigerator for 1 week
without.significant loss of potency" un-
less such information is contained rn-the
circular or other labeling within or at-
tached to the package.

(4) On the outside wrapper or con-
tamer and the immediate container of
the alumifium hydroxide gel:
(i) A statement giving the method for

dissolving the penicillin in the aluminum
hydroxide gel.

(ii) The potency per milliliter after
the penicillin has been dissolved therein.

(5)'On the outside wrapper or con-
tamer:
(i) The statement "Caution: Federal

law prohibits dispensing without pre-
scription," unless it is packaged for dis-
pensmg and it is intended solely for
veterinary use and is conspicuously so
labeled.

(ii) If it is not crystalline penicillin,
the statement "Store in refrigeratcr not
above 150C. (590 F.)" or "Store below
150 C. (590 F.) "
(iii) If it is packaged for dispensing

and it is intended for use by man, a ref-
erence specifically identifying-a readily
available medical publication containing
information (including contraindications
and possible sensitization) adequate for
the use - of such drug by practitioners
licensed by law to administer it; or a
reference to a brochure or other printed
matter containing such information, and
a statement that such brochure or. other
printed matter will be sent on request:
Provded, however That this reference
may be omitted if the information is
contained in a circular or other labeling
within or attached to the package.

(6) On the circular or other labeling
within or attached to the package, if it
is packaged for dispensing and it is in-
tended solely for veterinary use and is
conspicuously.so labeled, adequate direc-
tions and warnings for the veterinary use
of such drug by the laity. Such circular
or other labeling may also bear a state-
ment that a brochure or other printed
matter containing information for other
veterinary uses of such drug by a veteri-
narian licensed by law to administer it

will be sent to such veterinarlan on
request.

Cd) Requests for certification, samples.
(1) In addition to complying with re-
quirements of-§ 146.2 of this chapter, a
person who requests certification of a
batch of penicillin for Inclusion In such
combination shall submit with his re-.
quest a statement showing the batch
mark of the penicillin, the number of
packages thereof in such batch, the nUm-
ber of units in the' immediate container
thereof, and (unless it was previously
submitted) the date on which the latest
assay of the penicillin Included In such
combination was completed, and a state-
ment that the aluminum hydroxide gel
conforms to the requirements prescribed
therefor by this section.

(2) Except as otherwise provided by
subparagraph (4) of this paragraph
such person shall submit in connection
with his request results of the tests and
assays madb by him on an accurately
representative sample of the penicillin
for potency, sterility, toxicity, moisture,
pH, penicillin K content (unless it is
crystalline penicillin 0), crystallinity
and heat stability if it is crystalline peni-
cillin, and the penicillin Q content If It
Is crystalline penicillin G.

(3) If the penicillin has not been cer-
tified previously, such person shall sub-
mit in connection with his request a
sample of the batch consisting of one
package for each 5,000 packages in the
batch, but In no case less than 0 or
more than 13 packages except that In
the case of crystalline penicillin other
than crystalline penicillin G such sam-
ple shall consist of not less than 8
and not more than 15 packages, and In
the case of crystalline penicillin 0 not
less than 10 and not more than 17 pack-
ages. Such sample shall be collected by
taking single packages at such intervals
throughout the entire time of. packag-
ing the batch that the quantities pack-
aged during the Intervals are approxi-
mately equal.

(4) No result referred to In subpara-
graph (2) of this paragraph is required
If such result has been previously sub-
mitted.

(e) Fees. The fees for the services
rendered with respect to each batch of
penicillin for Inclusion In combination
with aluminum hydroxide gel under the
regulations in this part shall be:

(1) $4.00 for each Immediate con-
tainer in the sample submitted In ac-
cordance with paragraph d) (3) of this
section, or $2.00 If no such sample is sub-
mitted, and

(2) If the Commissioner considers
that Investigations, other than exami-
nation of stqch containers, are necessary
to determine whether or not such batch
complies with the requirements of
§ 146.3 of this chapter for the issuance of
a certiflicate, the cost of such investiga-
tions.
The fee prescribed by subparagraph
(1) of this paragraph shall accompany
the request for certification unless such
fee is covered by an advance deposit
maintained in accordance with § 140,8
(d) of this chapter.

§ 146a.30 Penicillin troches - (a)
Standards of identity, strenith, qu eity/,
and purity. Penicillin troches are

9704



Tuesday, December 20, 1955

troches composed of sodium penicillin,
calcium penicillin, potassium penicillin,
procaine penicillin, I-ephenamme pem-
cillin G, or crystalline penicillin 0 and
one or more suitable or harmless dilu-
ents, binders, and lubricants, with or
without one or more suitable and harm-
less local anesthetics, chemical antimi-
crobial agents, masticatory substances,
colorings, and flavorings. The potency
of each troche is not less than 500 units;
the moisture content is not more than
1.0 percent, except that if flavorings are
omitted and it contains crystalline peni-
cillin in a base of not less than 50 per-
cent gelatin by 'weight, its moisture con-
tent is not more than 2 percent. The
sodium penicillin, calcium penicillin,
crystalline penicillin 0, or potassium
penicillin used conforms to the require-
ments of § 146a.24 (a) except the lim-
itation on penicillin K content and ex-
cept subparagraphs (1) (2) and (4) of
§ 146a.24 (a),_but the potency is not less
than 300 units per milligram. The pro-
caine penicillin used conforms to the re-
quirements of § 146a.44 (a) except the
limitation on penicillin K content and
except subparagraphs (2) and (3) of
§ 146a.44 (a) The -ephenamme pem-
cillin G used conforms to the require-
ments of § 146a.64 (a) except subpara-
graphs (2) and (3) of that paragraph.
Each other substance used, if its name
is recognized in the U. S. P. or N. F.,
conforms to the standards prescribed
therefor by such official compendium.

(b) Packagzng. Unless each penicillin
troche is enclosed in foil or plastic film
and such enclosure is a tight container
as defined by the U. S. P., except the
provision that it shall be capable of tight
reclosure, the immediate container shall
be a tight container as so defined. The

-immediate container may also contain
a desiccant separated from the troches
by a plug of cotton or other like mate-
ral. The composition of the immediate
container, or foil or film enclosure, shall
be such as will not cause any change in
the strength, quality, or purity of the
contents beyond any limit therefor in
applicable standards, except that minor
changes so caused which are normal and
unavoidable in good packaging, storage,
and distribution practice shall be disre-
garded.

(c) Labeling. Each package of peni-
cillin troches shall bear, on its label or
labeling as hereinafter indicated, the
following:

(1) On the outside wrapper or con-
tamer and the immediate container:

(i) The batch mark;
(ii) The number of units of penicillin,

and if it contains a local anesthetic or a
chemical antimocrobial agent the quan-
tity of each in each troche of the batch;
and

(iiI) The statement 'Expiration date
-, "the blank being filled in,

if crystalline penicillin, procaine peni-
cillin, Z-ephenamine penicillin G, or crys-
talline penicillin O is not used, with the
date which is 9 months; or if crystalline
penicillin, procaine penicillin, Z-ephena-
mine penicillin G, or crystalline penicillin
0 is used, with the date which is 12
months after the month during which
the batch was certified, except that the
blank may be filled in with the date
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which Is 18 months or 24 months or 36
months or 43 months after the month
during which the batch was certified if
the person who requests certification has
submitted to the Commissioner results
of tests and assays showing that after
having been stored for such period of
time such drug as prepared by him com-
plies with the standards prescribed by
paragraph (a) of this section: Providcd,
however That such expiration date may
be omitted from the immediate container
if such immediate container is packaged
in an individual wrapper or container.

(2) On the outside wrapper or con-
tainer:

(i) If crystalline penicillin, procaine
penicillin, -ephenamlne penicillin G, or
crystalline penicillin 0 is not used, the
statement "Store in refrigerator not
above 15' C. (59' F.)" or "Store below
150 C. (590 F.)";

(i) The statement "Caution: Federal
law prohibits dispensing without pre-
scription"

(ill) If It is packaged for dispensing,
a reference specifically identifying a
readily available medical publication
containing information (including con-
traindicatlons and possible zensItization)
adequate for the use of such drug by
practitioners licensed by law to adminis-
ter it; or a reference to a brochure or
other printed matter containing such
information, and a statement that such
brochure or other printed matter will be
sent on request: Provided, howcvcr, That
this reference may be omitted if the in-
formation is contained in a circular or
other labeling within or attached to the
package.

(3) On the label and labeling, where-
ever the name penicillin trachea appears:

(I) Immediately preceding suchname,
if a masticatory substance is present,
the word "chewing" or "masticatory";
and

(il) Immediately following such name,
if a local anesthetic and/or a chemical
antimicrobial agent is present, the
words "with , the blank
being filled in with the common or usual
name of each such other ingredient
present.

(d) Requests for certlflcation; campler.
(1) In addition to complying with the
requirements of § 146.2 of this chapter,
a person who requests certification of a
batch of penicillin trachea shall submit
with his request a statement showing
the batch mark, the number of pac-ages
of each size in such batch, the batch
mark and (unless it was previously sub-
mitted) the date on which the latest
assay of the penicillin used in making
such batch was completed, the number
of units in each troche, the quantity of
each ingredient used in making the
batch, the date on which the latest aszay
of the troches comprising such batch
was completed, and a statement that
each ingredient used in making the
batch conforms to the requirements pre-
scribed therefor by this section,

(2) Except as otherwise provided in
subparagraph (4) of thisparagraph, such
person shall submit in connection with
his request results of the tests and assays
listed after each of the following, made
by him on an accurately representative
sample of:
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(1) The batch; average potency per
troche, average moisture.

(I) The penicillin used in making the
batch; potency, toxicity, moisture, pH;
crystallinity if it is crystalline penicillin;
specific rotation if It is Z-ephenamie
penicillin G; heat stability if it is crys-
talline sodium penicillin, potassium pen-
icillin, Z-ephenamine penicillin G. or
crystalline penicillin 0; the peniclin G
content if it is crystalline sodium pn-
icillin G, potassium penicillin G, or crys-
talline penicillin 0; the procaine pemcil-
lin G content f It is crystalline procaine
penicillin G; the l-ephenamine penicillin
G content if It is I-ephenamine penicillin
G, and the penicillin 0 content if it is
crystalline penicillin 0.

(3) Except as otherwise provided by
subparagraph (4) of this paragraph, such
person shall submit in connection with
his request, in the quantities herein-
after indicated, accurately representative
samples of the following:

(1) The batch; one troche for each
5,000 traches in the batch, but in no case
less than 20 troches or more than 100
traches, collected by taking single troches
at such intervals throughout the entire
time the traches are being made that
the quantities made during the inter-
vals are approximately equal.

(11) The penicillin used in making the
batch; 5 packages, or in the case of crys-
talline penicillin 10 packages, each con-
taining approximately equal portions of
not less than 60 milligrams if it is not
procaine penicillin or Z-ephenamine
penicillin G, and not les than 300 milli-
grams if It is procaine penicillin or
I-ephenanmine penicillin G, packaged in
accordance with the requirements of
§ 146a.24 (b), § 146a.44 (b), or § 146a.64
(b)

(Wll) In case of an Initial request for
certification, each other substance used
In making the batch; one package of
each containing approximately 5 grams.

(4) No result referred to in subpara-
graph (2) (II) of this paragraph, and
no sample referred to in subparagraph
(3) (i) of this paragraph, is required
if such result or sample has been pre-
viously submitted.
(e) Fees,. The fee for the service ren-

dered with respect to each batch of peni-
cillin troches under the regulations in
this part shall be:

(1) $1.00 for each troche without mas-
ticatory substance in the sample sub-
mitted In accordance with paragraph

d) (3) U) of this section, $2.00 for each
troche with mastcatory substance in
such sample. $4.00 for each package in
the sample3 submitted in accordance
with paragraph d) (3) (1) and (I) of
this section; and

(2) If the Commissioner considers that
Investigations, other than examination
of such traches, are necessary to deter-
mine whether or not such batch com-
plies with the requirements of § 146.3 of
this chapter for the Issuance of P cer-
tificate, the cost of such investigations.
The fee prescribed by subparagraph
(1) of this paragraph shall accompany
the requezt for certification unless such
fee is covered by an advance deposit
maintained in accordance with § 146.3
(d) of this chapter.
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(f) Exemption of penicillin troches
from certification. Penicillin troches
that conform to the requirements of
paragraphs (a), (b) and (c) of this see-
tion, except paragraph (c) (1) (iii) of
this section, shall be exempt (unless they
contain crystalline penicillin 0 or I-
ephenamme penicillin) from the require-
ments of sections 502 (1) and 507 of the
act, if they comply with the following
conditions:

(1) The outside wrapper or container
and the immediate container bear an ex-
piration date not more than 48 months
after the month during which the batch
was last assayed and released by. the
manufacturer; and

(2) The brochure, printed matter, and
circular referred to in paragraph (c) (2)
(ili) of this section bear information
that the drug is for use only as a local
treatment for Vincent's infection (Vin-
cent's angina) and as an adjunct inperi-
coronitis and other superficial dental
infections due to penicillin-sensitive or-
gamsms; and further, that such bro-
chure, printed matter, and circular bear
directions and warnings adequate for
such use by practitioners licensed by law
to administer such drug.

§ 146a.31 Penicillin dental cones (cal-
cium penicillin dental cones, penicillin
dental cones calczum salt, crystalline
penicillin dental cones) -(a) Standards
of identity, strength, quality, and purity.
Penicillin dental cones are composed of
calcium penicillin or crystalline pemcil-
lin and one or more suitable and harm-
less diluents, binders, and lubricants,
with or without a suitable local anesthetic
and with or without one or more suitable
sulfonamides. The potency of each cone
is not less than 500 units. Its moisture
content is not more than 1.0 percent. If
a sulfonamide is used its quantity is not
less than 0.032 gram per cone. The pem-
cillin used conforms to the requirements
of § 146a.24 (a) except the limitation on
penicillin K content and except subpara-
graphs (1) (2) and (4) of § 146a.24 (a),
but its potency is not less than 300 units
per milligram. Each other ingredient
used, if its name is recognized in the
U. S. P. or N. P., conforms to the stand-
ards prescribed therefor by such oficial
compendium.

(b) Packaging. Unless each penicil-
lin dental cone is enclosed in foil or plas-
tic film and such enclosure is a tight
container as defined by the U. S. P., ex-
cept the provision that it shall be capable
of tight reclosure, the immediate con-
tainer shall be a tight container as so
defined. The immediate container may
also contain a desiccant separated from
the cones by a plug of cotton or other
like material. The composition of the
immediate container, or foil or film en-
closure, shall be such as will not cause
any change in the strength, quality, or
purity of the contents beyond any limit
therefor in applicable standards, except
that minor changes so caused which are
normal and unavoidable in good packag-
ng, storage, and distribution practice

shall be disregarded.
(c) Labeling. Each package of peni-

cillin dental cones shall bear, on its label
or labeling as hereinafter indicated, the
following:

- (1) On the outside wrapper or con-
tamer and the immediate container:

(I) -The batch mark;
(ii) The number of units In each cone

of the batch;
(iii) If the batch contains, in addi-

tion to penicillin, one or more other ac-
tive ingredients specified m paragraph
(a) of this section, the name and quan-
tity of each such other ingredient in
each cone;

(iv) The statement "Expiration date
--- -" the blank being filled in,

if crystalline penicillin is used, with the
date which is 36 months, or if crystalline
penicillin is not used, with the date which
Is 12' munths after the month during
which the batch was certified: Promded,
however That such expiration date may
be omitted from the immediate con-
tamer if such immediate container is
packaged in an individual wrapper or
container.

(2) On.the outside wrapper or con-
tamer:

(i) The statement "Caution: Federal
law prohibits dispensing without pre-
scription," unless it is packaged for dis-
pensing and it is intended solely for
veterinary use and is conspicuously so
labeled.

(ii) If it is packaged for'dispensng
and it is intended for use by man, a ref-
erence specifically identifying a readily
available medical publicatiofi containing
information (including contraindica-
tions and possible sensitization) ade-
quate for the use of such drug by practi-
tioners licensed by law to administer it;
or a reference to a brochure or other
printed matter containing such informa-
tion, and a statement that such brochure
or other printed matter will be sent on
request: Provided, however That this
reference may be omitted if the informa-
tion'is contained in a circular or other
labeling within or attached to the
package.

(3) On the label and labeling, if it
contains, in addition to penicillin, one or
more other active ingredients specified in
paragraph (a) of this section, after the
name "penicillin dental cones," wherever
it appears, the words "with ---- 2 in
juxtaposition with such name, the blank
being filled in with the common or usual
name of each such other ingredient used.

(4) On the circular, or other labeling
within or attached to the package, if it
is packaged for dispensing and it is.m-
tended solely for veterinary use and is
conspicuously so labeled, adequate direc-
tions and warnings for the veterinary
use of such drug by the laity.

(d) Requests for certfilcation; sam-
ples. (1)-In addition to complying with
the requirements of § 146.2 of this chap-
ter, a person who requests certification
of a batch of penicillin dental cones shall
submit with his request a statement
showing the batch mark, the number of
packages of each size in such batch,
the batch mark and (unless it was pre-
viously submitted) the date on which
the latest assay of the penicillin used
in making such batch was completed,
the number of units in each cone, the
quantity of each ingredient used in
making the batch, the date on which the
latest assay of the cones comprising such
batch was completed, and that each

other Ingredient used in making the
batch conforms to the requirements
prescribed therefor by this section.

(2) Except as otherwise provided in
subparagraph (4) of this paragraph,
such person shall submit in connection
with his request results of the tests and
assays listed after each of the following
made by him on an accurately repre-
sentative sample of:

,(I) The batch; average potency per
cone and average moisture.

(ii) The penicillin used in making the
batch; potency, toxicity, moisture, pH,
crystallinity, and heat stability if it Is
crystalline penicillin and the penicillin Q
content if it Is crystalline penicillin 0.

(3) Except as otherwise provided by
subparagraph (4) of this paragraph, such
person shall submit in connection with
his request, in the quantities hereinafter
Indicated, accurately representative
samples of the following:

(1) The batch; one cone for each 5,000
cones in the batch, but in no case less
than 20 cones or more than 100 cones,
collected by taking single cones at such
intervals throughout the entire time the
cones are being made that the quantities
made during the interval% are approxi-
mately equal.

(il) The penicillin used in making the
batch; five packages if It is calcium peni-
cillin or 10 packages if' it Is crystalline
penicillin containing approximately
equal portions of not less than 00 milli-
grams each, packaged In accordance with
the requirements of § 146a.24 (b)

(ill) In case of an Initial request for
certification, each other substance used
in making the batch; one package of
each containing approximately 5 grams.

(4) No result referred to in subpara-
graph (2) (ID of .this paragraph, and
no sample referred to In subparagraph
(3) (i) of this paragraph, is required
if such result or sample has been pre-
viously submitted.

(e) Fees. The fee for the services ren-
dered with respect to each batch of peni-
cillin dental cones under the regulations
in this part shall be:

(1) '$1.00 for each cone in the sample
submitted In accordalce with paragraph
(d) (3) (1) of this section; $4.00 for
each package in the samples submitted
In accordance with paragraph (d) (3)
(ll) and (ill) of this section; and

(2) If the Commissioner considers
that investigations, other than examina-
tion -of such cones and packages, are
necessary to determine whether or not
such batch complies with the require-
ments of § 146.3 of this chapter for the
*issuance of a certificate, the cost of such
investigations.
The fee prescribed by subparagraph
(1) of this paragraph shall accompany
the request for certification unless such
fee is covered by an advance deposit
maintained in accordance with § 140.0
(d) of this chapter.

§ 146a.32 Penicillin with vasoconstric-
tor, penicillin with ------------- (the
blank being filled in with the common or,
usual name Of the vasoconstrictor)-
(a) Standards of identity, strength,
quality, and purity. Penicillin with vaso.
constrictor is a dry mixture of penicillin
and a suitable vasoconstrictor with or
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without suitable buffer substances and
preservatives, or it is a packaged com-
bination of one immediate container of
penicillin and one immediate container
of an aqueous solution of a suitable vaso-
constrictor. The penicillin is of such
quantity that when dissolved as directed
the potency of such solution is not less
than 500 units per milliliter after It has
been kept for 7 days at a temperature of
15° C. (59 OF.) Such solution is isotonic
and has a pH of 6,±0.2. The moisture
content of the dry mixture of penicillin
with vasoconstrictor is not more than
1.5 percent.. The penicillin used con-
forms to the requirements of § 146a.24
(a) except the limitation on pemcillin-
K content and except subparagraphs (2)
and (4) of that paragraph. Each other
substance used, if its name is recognized
in the U. S. P. or N. F., conforms to the
standards prescribed therefor by such
official compendium.

(b) Packaging. Each immediate con-
tamer shall be a tight container as de-
fined by the U. S. P. and shall be of such
composition as will not cause any change
in the strength, quality, or purity of the
contents beyond any limit therefor in
applicable standards, except that minor
changes so caused which are normal and
unavoidable in good packaging, storage,
and distribution practice shall be disre-
garded. The immediate container of the
dry mixture of penicillin with vasodon-
strictor may be packaged in combination
with an immediate container of a suit-
able aqueous diluent.
(c) Labeling. Each package of peni-

cillin with vasoconstrictor shall bear on
its label or labeling, as hereinafter indi-
cated, the following:

(1) On the outside wrapper or con-
tamer and on the immediate container
of the penicillin:
(i) The batch mark:
(i) The number of units in such con-

tamer; and
(iI If it is a packaged combination of

one immediate container of penicillin
and one immediate container of a vaso-
constrictor, the statement "Expiration
date ," the blank being filled
in with the date which is 18 months, or
if it is crystalline penicillin 36 months,
after the month during which the batch
was certified. If it is the dry mixture of
penicillin with vasoconstrictor, the
statement "Expiration date _," the
blank being filled mwith the date which
is 24 months after the month during
which the batch was certified. Such ex-
piration dates may be omitted from the
immediate container if such container is
packaged in an individual wrapper or
container.

(2) On the outside wrapper or con-
tainer and on the immediate container of
the solution in the packaged combina-
tion:
(i) A statement giving the method of

dissolving the penicillin, and if it Is not
a packaged combination, a statement
that distilled water U. S. P. should be
used;
(il) The potency per milliliter after

the penicillin has been dissolved therein;
(iii) If it is a packaged combination of

one immediate container of penicillin
and one immediate container of a vaso-
constrictor and it is not crystalline peni-

FEDERAL REGISTER

cillin, the statement "Store in refrigera.
tor not above 150 C. (590 F.)";

(iv) The statement 'arning-Not
for injection""

Cv) The conditions under which the
solution should be stored, including a ref-
erence to its instability when stored un-
der other conditions, and a statement
"The solution may be kept in a refrigera-
tor for one week without signfcant los
of potency."

(3) On the outside wrapper or con-
tainer:

(i) The statement "Caution: Federal
law prohibits dispensing without pre-
scription," unless It is packaged for dis-
pensing and it is intended solely for
veterinary use and is conspicuously so
labeled.

(ii) If it is packaged for dispensing and
it is intended for use by man, a reference
specifically Identifying a readily avail-
able medical publication containing in-
formation (including contraindications
and possible sensitization) adequate for
the use of such drug by practitioners 1i-
censed by law to administer it; or a ref-
erence to a brochure or other printed
matter containing such information, and
a statement that such brochure or other
printed matter will be sent on request:
Provided, however, That this reference
may be omitted If the information is con-
tained in a circular or other labeling
within or attached to the package.

(4) On the circular or other labling
within or attached to the package, If It is
packaged for dispensing and It is in-
tended solely for veterinary uce and is
conspicuously so labeled, adequate
directions and warnings for the veteri-
nary use of such drug by the laity. Such
circular or other labeling may also bear
a statement that a brochure or other
printed matter containing information
for other veterinary uses of such drug by
a veterinarian licensed by law to ad-
minister It will be sent to such veteri-
narian on request.

d) Request for cerfijication; camples.
(1) In addition to complying with the
requirements of § 146.2 of this chapter
a person who requests certification of a
batch of penicillin with vasoconstrictor
shall submit with his request a statement
showing the batch mark, the number of
packages thereof in such batch, the num-
ber of units in each immediate container
thereof, and (unless It was previously
submitted) the date on which the latest
assay of the penicillin included in such
batch was completed, the quantity of
each ingredient used in making the batch
of the dry mixture of penicillin with
vasoconstrictor, the quantity of each in-
gredient used in mnkng the solution
included in the packaged combination,
and a statement that such solution con-
forms to the requirements prescribed
therefor by this section.

(2) Except as otherwise provided in
subparagraph (4) of this paragraph.
such person shall submit in connection
with his request results of the tests and
assays listed after each of the following,
made by him on an accurately represen-
tative sample of:
(1) The penicillin included In the

packaged combination and the penicillin
used in making the batch of the dry
mixture of penicillin with vasoconstric-
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tar; potency, toxlity, moisture, pH,
crystallinity and heat stability, if it is
crystalline penicillin, and the penicillin
G content if It is crystalline penicillin G.

WII) The -solution after the penicillin
has been diszolved therein; potency.

(i11) The batch of the dry mixture of
penicillin with vasoconstrictor; potency,
moisture content.

(3) Except as othearwise provided In
subparagraph (4) of this paragraph,
such person shall submit in connection
with his request in the quantities here-
inafter indicated, accurately represent-
ative samples of the foloiing:

() The batch:
(a) If It contains only penicillin and

the penicillin used has been previously
submitted, or It contains penicillin and
other ingredients; one Immediate con-
tainer for each 5,000 Immediate contain-
ers in the batch, but In no case lezs than
5 or more than 12 Immediate containers,
unlez It is in tablet form in which case
such sample shall consist of not less than
20 nor more than 100 tablets.

(b) If It contains only penicillin and
the penicillin used has not been previ-
ously submitted; one immediate con-
tainer or tablet for each 5,000 immediate
containers or tablets, but in no case lezs
than 40 Immediate containers or tablets
and not more than 100 immediate con-
tainers or tablets.
Such sample shall be collected by taking
singe immediate containers or tablets at
such Intervals throughout the entire time
of packaging or tableting the batch that
the quantties packaged or tableted dur-
ing the intervals are approximately equal.

(WI) The penicillin used in making the
batch of the dry mixture of penicillin
with vasoconstrictor; 5 packages , or in
the case of crystalline penicillin 10 pack-
ages, each containing approximately
equal portions of not less than 60 milli-
grams each, packaged in accordance with
the requirements of § 146a.24 (b)

(Ill) In case of an initial request for
certification of a batch of a dry mixture
of penicillin with vasoconstrictor, each
other substance used in making the
batch; one package of each containing
approximately 5 grams.

(iv) In case of an initial request for
certification of the packaged combina-
tion of penicillin with vasoconstrictor or
when any change is made in the compo-
sition of such solution; five packages of
the solution included In the combination.

(4) No result referred to in subpara-
graph (2) (i) of this paragraph, and no
sample referred to in subparagraph (3)
(ii) of this paragraph, are required if
such result or sample has been pre-
viously submitted.

(e) Fre. The fee for the services ren-
dered with respect to each batch of pen-
dillin with vasoconstrictor under the reg-

ulations in this part shall be:
(1) $1.00 for each tablet submitted in

accordance with paragraph Cd) (3) (i)
(a) and. (b) of this section; $1.00 for
each immediate container submitted in
accordance with paragraph (d) (3) (I)
Cb) of this section; and $4.00 for each
immediate container submitted in ac-
cordance withparagraph d) (3) () (a),
(CI), (iM), and (iv) of this section.
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(2) If the Commissioner considers
that investigations, other than examina-
tion of such packages, are necessary to
determine whether or not such batch
complies with the requirements of § 146.3
of this chapter for the issuance of a
certificate, the cost of such mvestiga-
tions.
The fee prescribed by subparagraph
(1) of this paragraph shall accompany
the request for certification unless such.
fee is covered by an advance deposit
maintained in accordance with § 146.8
(d) of this chapter.

§ 146a.33 Penicillin for surface appli-
cation-(a) Standards of identity,
strength, quality, and purity. Penicillin
for surface application Is calcium peni-
cillin and one or more of the diluents
sodium chloride, milk sugar, sodium cit-
rate, and dextrose. Its moisture content
is not more than 1.0 percent. The peni-
cillin used conforms to the requirements
of § 146a.24 (a), except the limitation of
penicillin K content and except subpar-
agraphs (1) (2) and (4) of § 146a.24
(a) but its potency is not less than 300
units per milligram. Each diluent con-
forms to the standards prescribed there-
for by the U. S. P

(b) Packaging. Unless the penicillin
for surface application is enclosed in foil
or plastic film and such enclosure is a
tight container as defined by the U. S. P.,
except the provision, that it shall be
capable of tight reclosure, the imme-
diate container shall be a tight container
as so defined. The composition of the
immediate container, or of the foil or
film enclosure, shall be such as will not -

cause any change in the strength, qual-
ity, or purity of the contents beyond any
limit therefor in applicable standards,
except that minor changes so caused
which are normal and unavoidable in
good packaging, storage, and distribution
practice shall be disregarded. Each im-
mediate container (except when its con-
tent is two or more foil or film enclo-
sures) and each foil or film enclosure
shall contain not less than 10,000 units
or more than 50,000 units and shall be so
sealed that the contents cannot be used
without destroying such seal.

(c) Labeling. Each package of pem-
cillin for surface application shall bear,
on its label or labeling as hereinafter
indicated, the following:

(1) On the outside wrapper or con-
tainer and the immediate container:

(i) The batch mark;
(ii) The number of units in the Imme-

diate container or in each foil or film
enclosure therein, and the number of
such foil or film enclosures;

(idi) The statement "Expiration: date
. the blank being filled In with the

date which is 12 months after the month
during which the batch was certified:
Provided, however That such expiration
date may be omitted from the immediate
container if such immediate container
is packaged in an individual wrapper or
container.

(lv) In case the drug is not sterile,
the statement "Not sterile-not for in-
jection-not to be used in deep wounds or
body cavities."

(2) On the immediate container, the
conditions under which solutions of pen-

Q .1

icillin for surface application should be
stored, including a reference to their in-
stability when stored under other condi-
tions, and the statement "The mixture
may be kept in refrigerator for 1 week
without significant loss of potency," un-
less such information is contained hn the
circular or other labeling within or at--
tached to the package.

(3) On the outside wrapper or con-
tamer:

(i) The statement "Store in refriger-
ator not above 15' C. (59' F.)"1 or "Store
below 15' C. (590 F.) "

(ii) If two or more immediate con-
tamers or foil or film enclosures are in
such packages, the number of such con-
tamers or foil or film enclosures therein
and the number of units in each.

(1ii) The statment "Caution: Federal
law prohibits dispensing without pre-
scription," unless it is packaged for dis-
pensing and it is intended solely for vet-
erinary use and is conspicuously so
labeled.

(iv) If it is packaged for dispensing
and it is intended for use by man, a ref-
erence specifically identifying a readily
available medical publication containing
information (including contraindications
and.possible sensitization) adequate for
the use of such drug by practitioners li-
censed by law to administer it; or a
reference to a brochure or other printed
matter containing suchInformation, and
a statement that such brochure or other
printed matter will.be sent on request:
Provided, however That this reference
may be omitted if the information is
contained in a circular or other labeling
within or attached to the package.

(4) On the circular or other labeling
within or attached to the package, If it is
packaged for dispensing and it is n-
tended solely for veterinary use and is
conspicuously so labeled, adequate direc-
tions and warnings for the veterinary
use of such drug by the laity. Such
circular or other labeling may also bear
Va statement that a brochure or other
printed matter containing information
for other veterinary uses of such drug by
a veterinarian licensed by law to admin-
ister it will be sent to such veterinarian
on request.

(d) Requests for certification; sam-
Ples. (1) In addition to complying with
the requirements of § 146,2 of this chap-
ter, a person who requests certification
of a batch of penicillin for surface appli-
cation shall submit with his request a
statement showing the batch mark, the
number of packages of each size in such
batch, the batch mark and (unless it was
previously submitted) the date on whicl\
the latest assay of the pemillin -used in
making such batch was completed, the
number of units in each immediate con-
tamer or foil or film enclosure, the quan-
tity of each ingredient used in making
the batch, the date on which the latest
assay of the'drug comprising such batch
was completed, and that the sodium
chloride, milk sugar, sodium citrate, and
dextrose used in making such batch con-
form to the standards prescribed there-
for by the U. S. P

(2) Except as otherwise provided In
subparagraph (4) of this paragraph,
such person shall submit in connection
with his request results of the tests and

assays listed after each of the following,
made by him on an accurately repre-
sentative sample of:

(i) The batch; average potency per
Immediate container or foil or film en-
closure, moisture.

(ii) The penicillin used in making the
batch; potency, toxicity, moisture, pH.

(3) Exceft as otherwise provided by
subparagraph (4) of this paragraph
such person shall submit in connection
with his request. In the quantities here-
inafter indicated: accurately representa-
tive samples of the following:

(i) The batch; one immediate con-
tainer or, if the drug is packed in foil or
f lm enclosures, one such enclosure for
each 5,000 such containers or enclosures
in the batch, but in no case less than 20
such contdiners or enclosures or more
than 100, collected by taking single con-
tainers or enclosures at such intervals
throughout the entire time of packaging
the batch, that -the quantities packed
during the intervals are approximately
equal.

(ii) The penicillin used in making the
batch; five packages containing approxi-
mately equal portions of not less than 00
milligrams each, packaged in accord-
ance with the requirements -of § 146a.24
(b)

(iil) In case of an initial request for
certification, each other substance used
in making the batch; one package of
each containing approximately 5 gramS,

(4) No result referred to in subpara-
graph (2) (ii) of this paragraph, and no
sample referred to in subparagraph (3)
(i) of this paragraph, Is required if such
result 6r sample has been previously
submitted.

(e) Fees. The fee for the services
rendered with respect to each batch of
penicillin for surface application under
the regulations in this part shall be:

(1) $1.00 for each immediate container
or foil or film enclosure, whichever is the
greatest number, in the samples sub-
mitted in accordance with paragraph (d)
(3) (1) of this section; $4.00 for each
package submitted in accordance with
paragraph (d) (3) (ii) and (ii) of this
section; and

(2) If the Commissioner considers
that investigations, other than examina-
tion of such containers or enclosures, are
necessary to determine whether or not
such batch complies with the require-
ments of § 146.3 of this chapter, for the
issuance of a certificate, the cost of such
Investigations.
The fee prescribed by subparagraph (1)
of this paragraph shall accompany the
request for certification unless such fee
is covered by an advance deposit main-
tained in accordance with § 140.8 (d) of
this chapter.

§ 146a.34 Tablets aluminum pen-
icillin-(a) Standards of identity,
strength, quality, and purity. Tablets
aluminum penicillin are tablets com-
posed of aluminum penicillin and sodium
benzoate, with or without one or more
suitable and harmless dluents, binders,
lubricants, colorings, and flavorings. The
potency of each tablet is not less than
50,000 units, and if it Is less than 100,000
units it is "unscored" Each tablet con-
tains 0.3 gram of sodium benzoate. Its
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moisture content is not more than 2 pir-
cent. The aluminum penicillin used con-
forms to -the requirements of § 146a.42
(a) for aluminum penicillin except sub-
paragraphs (2) and (3) thereof. Each
other substance used in the preparation
of aluminum penicillin tablets, if its
name is recognized in the U. S. P or
N. F., conforms to the standards pre-
scribed therefor by such of-cial com-
pendium.

(b) Packaging. Unless each tablet
aluminum penicillin is enclosed in
foil or plastic film and such enclosure
is a tight container as defined by the
U. S. P., except the provision that it shall
be capable of tight reclosure, the im-
mediate container shall be a tight con-
tamer as so defined. The immediate
container may also contain a desiccant
separated from the tablets by a plug of
cotton or other like material. The com-
position of the immediate container, or
of the foil or film enclosure, shall be
such as will not cause any change in the
strength, quality, or purity of the con-
tents beyond any limit therefor in appll-
-cable standards, except that minor
changes so caused which are normal and
unavoidable in good packaging, storage,
and distribution practice shall be dis-
regarded. The number of tablets in the
immediate container is such that the
total number of units therein is not less
than 300,000.
(c) Labeling. Each package of tab-

lets aluminum penicillin shall bear, on
its label or labeling as hereinafter indi-
cated, the following:

(1) On the outside wrapper or con-
tamer and the immediate container:

(i) The batch mark;
(ii) The number of units in each tab-

let of the batch;
(iiI) The quantity of sodium benzoate

in each tablet;
(1v) The statement "Expiration date

-" the blank being filled In
with the date which is 24 months after
the month during which the batch was
certified: Provided, however That such
expiration date may be omitted from the
immediate container if such immediate
container is packaged in an individual
wrapper or container.

(2) On the outside wrapper or con-
tainer:
(i) The statement "Store in refrig-

erator not above 150 C. (590 F.)" or
"Store below 15° C. (590 F.) "

(ii) The statement "Caution: Federal
law prohibits dispensing without pre-
scription" unless it is packaged for
dispensing and is intended solely for Yet-
ermary use and is conspicuously so
labeled.

(iii) If it is packaged for dispensing
and it is intended for use by man, a
reference specifically identifying a read-
ily available medical publication con-
taming information (including contra-
indications and possible sensitization)
adequate for the use of such drug by
practitioners licensed by law to admm-
ister it; or a reference to a brochure or-
other printed matter containing such
information, and a statement that such
brochure or other printed matter will be
sent on request: Provided, however That
this reference may be omitted if the
information-is contained in a circular or
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other labeling within or attached to the
package.

(3) On the circular or other labeling
within or attached to the package, if it is
packaged for dispensing and It is In-
tended solely for veterinary use and Is
conspicuously so labeled, adequate direc-
tions and warnings for the veterinary uce
of such drug by the laity. Such circular
or other labeling may also bear a state-
ment that a brochure or other printed
matter containing information for other
veterinary uses of such drug by a veteri-
narian licensed by law to administer it
will be sent to such veterinarian on re-
quest.

(d) Request for certification, cam-
ples. (1) In addition to complying with
the requirements of E 146.2 of this chap-
ter, a person who requests certification
of a batch of tablets aluminum penicil-
lin shall submit with his request a state-
ment showing the batch mark, the num-
ber of packages of each size in such
batch, the batch mark and (unless It was
previously submitted) the date on which
the latest assay of the penicillin used In
making such batch was completed, the
number of units in each tablet; the
quantity of each ingredient used in mak-
ing the batch, the date on which the
latest assay of the drug comprising such
batch was completed, and a statement
that each ingredient used In ma-inIg the
batch conforms to the requirements pre-
scribed therefor by this section.

(2) Except as otherwIse provided in
subparagraph (4) of this paragraph,
such person shall submit in connection
with his request results of the tests and
assays listed after each of the following,
made by him on an accurately repre-
sentative sample of:

(I) The batch; average potency per
tablet, average moisture.

(1i) The aluminum penicillin uzed in
making the batch; potency, moisture,
pH, toxicity, and penicillin K content.

(3) Except as otherwise provided by
subparagraph (4) of this paragraph,
such person shall submit In connection
with his request, in the quantities here-
inafter indicated, accurately represent-
ative samples of the following:

(I) The batch; one tablet for each
5,000 tablets in the batch, but in no case
less than 20 tablets or more than 100
tablets, collected by taking single tab-
lets at such intervals throughout the
entire time of tableting that the quanti-
ties tableted during the Intervals are ap-
proximately equal.

(Hl) The aluminum penicillin uzed In
making the batch; 6 packages, each con-
taining approximately equal portions of
not less than 300 milligrams each, pack-
aged In accordance with the require-
ments of § 146a.42 (b)

(Ill) In case of an initial request for
certification, each other substance used
In making the batch; one paclage of
each containing approximately five
gram&

(4) No result referred to In subpara-
graph (2) (11) of this paragraph, and
no sample referred to in subparagraph
(3) (Hi) of this paragraph, is required
if such result or sample has'been previ-
ously submitted.
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(e) Fec.. The fee for the services
rendered with respect to each batch of
tablets aluminum penicillin under this
part shall be:

(1) $1.00 for each tablet in the sam-
ple submitted in accordance with para-
graph (d) (3) (1) of this section; $4.03
for each package in the samples sub-
mitted In accordance with paragraph
(d) (3) (il) and (i) of thbz section;
and

(2) If the CommLsioner considers
that nveotigation3, other than examms-
tion of such tablets and packages, are
necessary to determine whether or not
such batch complies with the require-
ments of 9 146.3 of this chapter, for the
I.-unnce of a certificate, the costs of
such investigations.
The fee preerlbed by subparagraph
(1) of this paragraph shall accompany
the request for certification unless such
fee is covered by an advance deposit
maintained in accordance with § 146.8
(d) of this chapter.

§ 1461.35 Penicin sulfonamide pow-
der (calcium vsufczin sufonamide pow-
der, crystalline psnlcilll sulfonamide
poz-dr)-(a) Standards of identity,
strength, quality, and purity. Pani-
clilln sulfonamide powder is composed
of calcium penicillin or crystalline pani-
cillin and one or both of the sulfon-
amides, sulfanllamulde and sulfathiazole.
It Is sterile. Its molsture content is not
more than 1.0 percent. The quantity of
each sulfonamide used Is not more than
0.05 gram for each 100 units of penicillin
used. The penicillin used conforms to
the requirements of § 146a24 (a) except
limitation on penicillin M content and
except subparagraphs (1) and (4) of
S146a2l4 (a), but its potency is not less

than 300 units par miUigram. Each
sulfonamlde used conforms to the stand-
ards- preeribed therefor by the U. S. P.

(b) Pac:aglng. In all cases, the Im-
mediate container of penicillin sulfona-
mlde powder shall be a tight container
as defincd by the U. S. P., except the pro-
vision that It shall be capable of tiat
reclosure, shall be sterile at the time of
filling and closing, and shall be of such
composition as will not cause any change
in the strength, quality, or purity of the
contents beyond any limit therefor in
applicable standards, except that minor
changes so caused which are normal and
unavoidable In good packaging, storage,
and distribution practice shall be dis-
regarded. If the penicillin sulfonamide
powder is packaged for "dusting" pur-
pose3 each package shall contain not less
than 5,000 units of penicillin. If the
penicillin sulfonamide powder is pack-
aged for dental use It shall be pan'-
aged In immediate containers of color-
less, transparent glass meeting the test
for glass containers of type I or type II
prescribed by the U. S. P. The gl- zs
containers shall be open at both ends,
one of which is constricted, both ends
shall b- c pble of closure with rubber
stoppe-s, and each such container shall
contain not les than 500 units of p n-
clin. Each package of penicillin sul-
fonamide powder for dental use shall
contain a suitable device for Insuifatlon
purpose.
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(c) Labeling. Each package of penicil-
lin sulfonamide powder shall bear, on its
label or labeling as hereinafter indicated,
the following:

(1) On the outside wrapper or con-
tainer and immediate container:

(i) 'The batch mark.
(ii) The number of units in each im-

mediate container.
(iii) The statement "Expiration date
- ," the blank being filled in, if

crystalline penicillin is used, with the
date which is 24 months, or if crystalline
penicillin is not used, with the date which
is 9 months after the month during
wiuch the batch was certified: Provided,
however That such expiration date may
be omitted from the immediate container
if such immediate container is packaged
in an individual wrapper or container.

(iv) If crystalline penicillin is not used,
the statement "Store in refrigerator not
above 15* C. (59' F,)" or "Store below
15" C. (59* F.) "

(2) On the outside wrapper or con-
tainer:

(i) The statement "Caution: Federal
law prohibits dispensing without pre-
scription," unless it is packaged -or dis-
pensing and it is intended solely for
veterinary use and is conspicuously so
labeled.

(ii) If it is packaged for dispensing
and it is intended for use by man, a ref-
erence specifically identifying a readily
available medical publication containing
information (including contraindications
and possible sensitization) adequate for
the use of such drug by practitioners
licensed by law to administer it; or a
reference to a brochure or other printed
matter containing such information, and
a statement that such brochure or other
printed matter will be sent on request:
Provided, however That this reference
may be omitted if the information is
contained in a circular or other labeling
within or attached to the package.

(3) On the label and the labeling,
after the name penicillin sulfonamide
powder, wherever it appears, the words
"with ----------- " in juxtaposition
with such namSi, the blank being filled
in with the name of the sulfonamide
used.

(4) On the circular or other labeling
within or attached to the package, if it
is packaged for dispensing and it is in-
tended solely for veterinary use and is
conspicuously so labeled, adequate di-
rections and warnings for thfe veterinary
use of such drug by the laity. Such cir-
cular or other labeling may also bear a
statement that a brochure or other
printed matter containing information
for other veterinary uses of such drug
by a veterinarian licensed by law to ad-
minlster it will be sent to such veter-
inarian on request.

(d) Requests for certification; sam-
ples. (1) In addition to complying with
the requirements of § 146.2 of this chap-
ter, a person who requests certification of.
a batch of penicillin sulfonamide powder
shall submit with his request a statement
showing the batch mark, the number of
packages of each size in such batch, the
batch mark and (unless it was previously
submitted) the date on which the latest
assay of the penicillin used in making
such batch was completed, the number

of units in each container of penicillin
sulfonamide powder, the quantity of each
ingredient used in making the batch, the
date on which the latest assay of the
penicillin sulfonamide powder com-
prising such batch was completed, and
that such sulfonamide used in making
the batch conforms to the requirements
prescribed therefor by this section.

(2) Except as otherwise provided In
subparagraph (4) of this paragraph,
such person shall submit in connection
with his request results of the tests and
assays listed after each of the following,
made by him on an accurately repre-
sentative sample of:

(I) The batch; average potency per
container, average moisture, sterility.

(ii) The penicillin used in making
the batch; potency, sterility, toxicity,
moisture, pH, crystallinity and heat
stability if it is crystalline penicillin and
the penicillin G content if it is crystal-
line penicillin G.

(3) Except as otherwise provided by
subparagraph (4) of this paragraph,
such person shall submit in connection
with his request, in the quantities here-
inafter indicated, accurately represen-
tative samples of the following:

(I) The batch:
(a) For all tests except sterility' one

immediate container for each 5,000 im-
mediate containers in the batch, but in
no case less than "5 or more than 12
immediate containers, unless each such
container is packaged to contain more
than 1 gram, in which case the sample
shall consist of 1 gram for each 5,000
immediate -containers in the batch, but
in no case less than 5 grams or more
than 12 grams.

"(b) For sterility testing; 10 immediate
containers.
Such samples shall be collected by tak-
ing single immediate containers or
1-gram portions at such intervals
throughout the entire time of packaging
the batch that the quantities packaged
during the intervals are approximately
equal.

(i) The penicillin used in making the
batch.

(a) For all tests except sterility, 5
packages, or in the case of crystalline
penicillin 10 packages, each containing
approximately equal portions of not less
than 60 milligrams.

(b) For sterility testing; 10 packages,
each containing approximately equal
portions of not less than 300 milligrams.
Such samples shall be packaged in ac-
cordance with the requirements of
§ 146a.24 (b)

(i) In case of an initial request for
certification, each sulfonamide used In
making the batch; one package of each
containing approximatelylive grams.

(4) No result referred to In subpara-
graph (2) (ii) of this paragraph, and no
sample referred to in subparagraph (3)
(ii) of this paragraph, is required f such
result or sample has been previously sub-
mitted.

(e) Fees. The fee for the services ren-
dered with respect to each batch of peni-
cillin sulfonamide powder under the reg-
ulation in this part shall be:

(1) $4.00 for each immediate con-
tamer in the samples submitted in ac-

cordance with paragraph (d) (3) (1) (a),
(ii) (a) and (il) of this section.

(2) If the Commissioner considers that
investigations, other than examination of
such penicillin sulfonamlde powder and
packages, are necessary to determine
whether or not such batch complies with
the requirements of § 146.3 of this chap-
ter for the Issuance of a certificate, the
cost of siich investigations.

The fee prescribed by subparagraph
(1) of this paragraph shall adcompany
the request for certification unless such
fee is covered by an advance deposit
maintained in accordance with § 140.0
(d) of this chapter.

§ 146a.36 Penicillin vagina! suppos -
torzes-(a) Standards of i d q n t I t Y,
strength, quality, and purity. Penicillin
vaginal suppositories are suppositories
composed of sodium penicillin, calcium
penicillin, potassium penicillin, or pro-
caine penicillin in a base of spermacoti
and cocoa butter. The potency of each
suppository is not less than 100,000 units;
its moisture content is not more than
1.0 percent. The sodium penicillin, cal-
cium penicillin, and potassium penicillin
used conform to the requirements of
§ 146a.24 (a) except subparagraphs (1),
(2), anI (4) of that paragraph, but its
potency is not less than 300 units per
milligram. The procaine penicillin used
conforms to the requirements of § 14a.44
(a) except subparagraphs (2) and (3)
of that paragraph. The spermaceti and
cocoa butter used conform to the stand-
ards prescribed therefor by the U. S. P

(b) Packaging. In all cases, the Im-
mediate container of penicillin vaginal
suppositories shall be a tight container
as defined by the U.'S. P., except the pro-
vision that It shall be capable of tight
reclsure, and shall be of such composi-
tion as will not cause any change In the
strength, quality, or purity of the con-
tents beyond any limit therefor In ap-
plicable standards, except that minor
changes so caused which are normal and
unavoidable In good packaging, storage,
and- distribution practice shall be dis-
regarded.

(c) Labeling. Each package of peni-
cillin vaginal suppositories shall bear, on
Its label or labeling as hereinafter indi-
cated, the following:

(1) On the outside wrapper or con-
tainer and the immediate container:

(i) The batch mark;
(1i) The number of units In each sup-

pository of the batdh; and
(il) The statement "Expiration date

-," the blank being filled
in with the date which Is 12 months after
the month during which the batch was
certified, except that the blank may be
filled In with the date which is 18 months
after the month during which the batch
was certified If the person who requests
certification has submitted to the Com-
missioner results of tests and assays
showing that after having been stored
for such period of time such drug as pre-

, oared by him complies with the stand-
ards prescribed by paragraph (a) of this
section: Provided, however, That such
expiration date may be omitted from the
immediate container If such immediate
container is packaged in an Individual
wrapper or container.
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(2) On the outside wrapper or con-
tamer:

(i) The statement "Store In refriger-
ator not above 150 C. (590 F.) "or "Store
below 150 C. (590 F.)";

(ii) The statement "Caution: Federal
law prohibits dispensing without pre-
scription," unless it is packaged for dis-
pensing and it is intended solely for
veterinary use and is conspicuously so
labeled;

(iiI) If it is packaged for dispensing
and it is intended for use by man, a
reference specifically identifying a read-
ily available medical publication con-
taming information (including contra-
indications and possible sensitization)
adequate for the use of such drug by
practitioners licensed by law to admin-
ister it; or a reference to a brochure or
other printed matter containing such in-
formation, and a statement that such
brochure or other printed matter will
be sent on request: Provided, however
That this reference may be omitted if
the information is contained in a circu-
lar or other labeling within or attached
to the package.

(3) On the circular or other labeling
within or attached to the package, if It
is packaged for dispensing and it is in-
tended solely for veterinary use and is
conspicuously so labeled, adequate direc-
tions and warnings for the veterinary use
of such drug by the laity. Such circular
or other labeling may also bear a state-
ment that a brochure or other printed
matter containing mfprmation for other
veterinary uses of such drug by a veteri-
narian licensed by law to adminster it
will be sent to such veterinarian on
request.

(d) Requests for certiftcation; sam-
ples. (1) In addition to complying with
the requirements of § 146.2 of this chap-
ter, a person who requests certification of
a batch of penicillin vaginal supposi-
tories shall submit with his request a
statement showing the batch mark, the
number of packages of each size in such
batch, the batch mark and (unless it was
previously submitted) the date on which
the latest assay of the penicillin used in
making such batch was completed, the
-number of units in each suppository, the
quantity of each ingredient used in mak-
ing the batch, the date on which the
latest assay-of the drug comprising such
batch was completed, and that the sper-
maceti and cocoa butter used in making
such batch conform to the requirements
prescribed therefor by this section.

(2) Except as otherwise provided by
subparagraph (4) of this paragraph such
person shall submit in connection with
his-request results of the tests and assays
listed after each of the following, made
by him on an accurately representative
sample of:

(I) The batch; average potency per
suppository, and moisture.

(ii) The penicillin used in making the
batch; potency, toxicity, moisture, pH,
penicillin K content (unless it is crystal-
line sodium, potassium, or procaine
penicillin G) crystallinity if it is crystal-
line penicillin, heat stability if it is
crystalline sodium or potassium penicil-
lin, the penicillin G content if It is crys-
talline sodium or potassium penicillin
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G, and the procaine penicillin G content
if It is procaine penicillin G.

(3) Except as otherwise provided by
subparagraph (4) of this par graph such
person shall submit in connection with
his request in the quantities hereinafter
Indicated, accurately ieprezentative mm-
pies of the following:

(I) The batch; one suppozitory for
each 5,000 supposltgries In the batch, but
in no case less than 20 suppositories or
more than 100 suppositories, colectcd by
taking single suppositories at such Inter-
vals throughout the entire time the sup-
positorles are being made, that the quan-
tities made during the intervals are
approximately equal.

(ii) The penicillin used In makdng the
batch; 6 packages, or In the case of crys-
talline penicillin 10 packages, each con-
taining approximately equal portions of
not less than 60 milligrams if It is not
procaine penicillin, and not le than 300
milligrams, if it is procaine penicillin,
packaged in accordance with the re-
quirements of § 146a.24 (b) or § 140a.44
(b)

(ifi) In case of an initial request for
certification, the spermaceti and cocoa
butter used In making the batch; one
package of each containing, respzctively,
approximately 10 grams and 100 grams.

(4) No result referred to in subpara-
graph (2) (i) of this pamgraph, and
no sample referred to in subparagraph
(3) (ii) of this paragraph, is required if
such result or sample has been previ-
ously submitted.

(e) Fees. The fee for the services
rendered with respect to each batch of
penicillin vaginal suppositories under
the regulations in this part shall be:

(1) $1.00 for each suppository in the
sample submitted in accordance with
paragraph (d) (3) (1) of this section;
$4.00 for each package In the samples
submitted in accordance with paragraph
(d) (3) (I) and (LiI) of this section;
and

(2) If the Commissioner considers
that Investigations other than examina-
tion of such suppositories and packages,
are necessary to determine whether or
not such batch complies with the re-
quirements of § 146.3 of this chapter for
the issuance of a certificate, the cost of
such investigations.
The fee prescribed by subparagraph
(1) of this paragraph shall accompany
the request for certification unlezs such
fee is covered by an advance deposit
maintained in accordance with § 140.8

d) of this chapter.
§ 146a.37 Buffered crijstalinc pcnfci-

Uinr. Buffered crystalline penicillin con-
forms to all requirements prescribed by
§ 146a.24 for crystalline penicillin, and is
subJect to all procedures prezcribed by
§ 146a.24 for crystalline penicillin, except
that:

(a) It contains the buffer sodium cit-
rate in a quantity not less than 4.0 per-
cent and not more than 5.0 percent by
weight of its total solids; such sodium
citrate conforms to the standards pre-
scribed therefor by the U. S. P.,

(b) If It is crystalline penicillin G, the
penicillin G content is corrected for the
sodium citrate content;
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(c) The immediate container, if it is
paclmged for dispensinU, shall bear, in
lieu of the statement prescribed for
crystalline penicillinby § 146a.2= (c) (2),
the statenent "Sterile solution may be
kept in refrigerator for 1 week without
sgnificant lozs of potency," unless such
information is contained in the circular
or other labeling within or attached to
the package from which it is dispensed;

d) A person who requests certifica-
tion of a batch shall submit with his
request a statement showing the quan-
tity of sodium citrate used in making the
batch, that such sodium citrate con-
forms to the requirements prescribed
therefor by this section, and in case of
an initial request for certification he
shall submit an accurately representi-
tive sample of such sodium citrate con-
sisting of approximately 5 grams; and

(e) The fee for the services rendered
with rezpect to the sample of sodium
cltrate submitted in accordance with the
requirements prescribed therefor by this
section shall ba $4.00.

(W Exemption of buffered crystalline
panicillin G from certification: Buffered
crystalline penicillin G that conforms to
the requirements of this section shall be
exempt from the requirements of sections
502 (1) and 507 of the act, if it complies
v,ith the following conditions:

(1) The outside wrapper or container
and the immediate container bear an
expiration date not more than 35
months after the month during which
the batch was last assayed and released
by the manufacturer; and

(2) It I, intended for use by man and
the brochure, printed matter, and the
circular referred to in § 146a.2- (c) (3)
(Il) bear information that the dru- is
for use only in the treatment of the fol-
lowing conditions; and further, that such
brochure, printed matter, and circular
bear directions and warnin-s adequate
for such ucas by practitioners licensed
by law to administer such dru-:

(I) Staphylococcic infections with and
without bacteremla.

(ID Hemolytic streptococcec infec-
tions including bacteremia.

(1L) Anaerobic streptococcie infec-
tions.

(iv) Pneumococclc Infections.
v) Gonococcic Infections.

(vi) Syphilis.
(vii) Anthrax.
(vil) As an adjunct to specific anti-

toxin therapy for clostridial infections.
(1.0 Bacterial endocarditis due to

penicillin-Tensitive organisms.
Wx) Diphtheria, with antitoxin ther-

apy.
(xi) Pulmonary suppuration due to

penicillin-sensitive organisms.
(%li) Vincent's infection.
(xdl) Erysipelold (swine erympelas)
(xlv) Menimococclc infections.
(xv) For the prevention of possible

recondary infection following tonsillec-
tomy and tooth extraction in patients
with a history of rheumatic fever or
rheumatic heart disease, in congenital
heart disease, and In other conditions in
which secondary infection may occur; or

(3) It is Intended solely for veterinary
use and is conspicuously so labeled, and
its labeling bears information that the
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drug is for use only In the treatment of
one or more of the following conditions,
and further, bears directions and warn-
ings adequate for such use:

(I) Bovine mastitis caused by Strepto-
coccus agalactiae.

(Ci) Leptospirosis in dogs.
(Cii) Osteomyelitis.
(iv) Peritonitis.
(v) Strangles of horses.
(vi) Equine pneumonia.
(vii) Early tetanus, with antitoxin

therapy.
(viii) Calf pneumonia.
(ix) Calf diphtheria.

x) Pyelonephritis in cattle.
(xl) Blackleg.
(xii) Malignant edema.
(xiit) Early anthrax.
(xiv) Metritis.
(xv) Bovine actinomycosis.
(xvi) Swme erysipelas in turkeys.

If such drug is represented for use as a
treatment for mastitis, its labeling shall
bear the statement, "Important: Milk
from treated segments of udders should
be discarded or used for purposes other
than human consumption for at least
72 hours after the last treatment."

§ 146a.38 Capsules buffered penicillin
with p e c t z n hydrolysate (capsules
buffered potassium penicillin with pec-
tin hydrolysate) - (a) Standards of
identity, strength, quality and purity.
Capsules buffered penicillin with pectin
hydrolysate are capsules composed of
potassium penicillin with pectin hydrol-
ysate and sodium citrate enclosed in a
hard gelatin capsule. The potassium
penicillin with pectin hydrolysate is
prepared by lyophilizing a solution con-
taining one part potassium penicillin
and three parts -of pectin hydrolysate by
weight. The potency of each capsule
is not less than 50,000 units. Its mois-
ture content is not more than 4.0 per-
cent. The penicillin used conforms to
the requirements prescribed by § 146a.24
(a) for potassium penicillin except
§ 146a.24 (a). (2) and (4) The pectin

,hydrolysate is obtained by mild hydrol-
ysis of pectin with sodium hydroxide and
hydrochloric acid. It is a free flowing
and opalescent solution light tan to beige
In color and is precipitated by the lower
alcohols and ketones. ItspH is 6.0 to 7.0.
It is substantially free of any turbidity
or undissolved material. The pectin used
conforms to the standards prescribed by
the N. F The sodium citrate and -the
sodium hydroxide and hydrochloric acid
used in the preparation of the pectin
hydrolysate conform to the standards
prescribed therefor by the U. S. P

(b) Packaging. Unless each capsule
of buffered penicillin with pectin hy-
drolysate is enclosed in foil or plastic
film and such enclosure complies with
the definition of a tight container as
prescribed by the U. S. P., except the
provision that it shall be capable of tight
reclosure, the immediate container shall
be a tight container as so defined. The

.immediate container may also contain
a desiccant separated from the capsules
by a plug of cotton or other like mate-
rial. The composition of the Immediate
container, or of the foil or film enclo-
sure, shall be such as will not cause any

change in the strength, quality, or pur-
ity of the contents beyond any limit
therefor in applicable standards, except
that minor changes so caused which are
normal and unavoidable in good pack-
aging, storage, and distribution practice
shall be disregarded. The number of
capsules in the immediate container is
such that the total number of units
therein is not less than 300,000.

Cc) Labeling. Each package of cap-
sules buffered penicillin with pectin hy-
drolysate shall bear, on its label or la-
beling as hereinafter indicated, the fol-
lowing:

(1) On the outside wrapper or con-
tainer and the immediate container:

(1) The batch mark;
(ii) The number of units in each cap-

sule of the batch;
(III) The quantity of the sodium cit-

rate in each capsule of the batch; and
Qiv) The statement "Expiration date

. . the blank being filled in with
the date which is twelve months after
the month during which the batch was
certified: Provided, however That such
expiration date may be omitted from the
imediate container if such immediate
container is packaged in an individual
wrapper or container.

(2) On the outside wrapper or con-
tainer-

(i) The statement "Caution: Federal
law prohibits dispensing without pre-
scription," unless it is packaged for dis-
pensing and it is intended solely for
veterinary use and is conspicuously so
labeled.

(ii) If it is packaged for dispensing
and it is intended for use by man, a ref-
erence specifically identifying a readily
available medical publication containing
information (including contraindica-
tions and possible sensitization) ade-
quate for the use of such drug by prac-
titioners licensed by law to administer
it; or a reference to a brochure or other
printed matter containing such informa-
tion, and a statement that such brochure
or other printed matter will be sent on
request: Provided, however That this
reference may be omitted if the informa-
tion is contained in a circular or other
labeling within or attached to the pack-
age.

(3) On the circular or other labeling
within or attached to the package, if it is
packaged for dispensing and it Is in-
tended solely for veterinary use and is
conspicuously so labeled, adequate di-
rections and warnings for the veterinary
use of such drug by the laity. Such cir-
cular or other labeling may also bear a
statement that a brochure or other
printed matter containing information
for other veterinary uses of such drug by
a veterinarian licensed by law to admin-
ister it will be senit to such veterinarian
on request.

(d) Requests for certiftcation,- samples.
(1) In addition to complying with the
requirements of § 146.2 of this chapter,
a person who requests certification of a
batch of capsules buffered penicillin with
pectin hydrolysate shall submit with his
request a statement showing the batch
mark, the number of packages of each
size in such batch, the batch mark and
(unless it was previously submitted) the

date on which the latest asay of tCi
penicillin used In making such batch was
.completed, the number of units In each
capsule, the quantity of each ingredient
used in making the batch, the date on
which the latest assay of the drug com-
prising such batch was completed, and a
statement that each ingredient used In
making the batch conforms to the re-
quirements prescribed therefor by this
section.

(2) Except as otherwise provided In
subparagraph (4) of this paragraph, such
person shall submit In connection with
his request results of the tests and assays
listed after each of the following, made
by him on an accurately representative
sample of:

(1) The batch: average potency per
capsule, average moisture.

(ii) The penicillin used In making the
batch; potency, toxicity, moisture, pH,
penicillin 'K content (unless It is crystal-
line penicillin G) crystallinity, and heat
stability, and If it Is crystalline penicillin
0, penicillin G content.

(3) Except as otherwise provided by
subparagraph (4) of this paragraph, such
person shall submit in connection with
his request, in the quantities herein-
after Indicated, accurately representa-
tive samples of the following:

(1) The batch; one capsule for each
5,000 capsules In the batch, but in no case
less than 20 capsules or more than 100
capsules, collected by taking single cap-
sules at such intervals throughout the
entire time of capsuling that the quan-
tities capsuled during the intervals are
approximately equal.

(i) The penicillin used in making the
batch; ten packages containing approxi-
-mately equal portions of not less than 60
milligrams each, packaged in accordance
with the requirements of § 146a,24 (b)

(ii) In case of an initial request for
certification, one package of approxi-
mately 250 cc, of the pectin hydrolysato
and one package of approximately five
grams of the sodium citrate used In mak-
ing the batch, one package of approxi-
mately 50 cc. of the hydrochloric acid,
and one package of approximately five
grams of the sodium hydroxide used in
preparing the pectin hydrolysate.

(4) No result referred to in subpara-
graph (2) (i) of this paragraph, and
no sample referred to in subparagraph
(3) (ii) of this paragraph, Is required if
such result or such sample has been pre-
viously submitted.

(e) Fees. The fee for the services
rendered with respect to each batch of
capsules buffered penicillin with pectin
hydrolysate under the regulations In this
part shall be:

(1) $1.50 for each capsule In the sam-
ple submitted In accordance with para-
graph d) (3) (1) of this section; $4.00
for each package In the sample sub-
mitted in accordance with paragraph
(d) (3) (ii) and (111W of this section; and

(2) If the Commissioner considers
that investigations, other than exami-
nation of such capsules and packages,
are necessary to determine whether or
not such batch complies with the re-
quirements of § 146.3 of this chapter for
the issuance of a certificate, the cost of
such investigations.
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The fee prescribed by subparagraph
(1) of this paragraph shall accompany
the request for certification unless
such fee is covered by an advance de-
posit maintained in accordance with
§ 146.8 (d) of this chapter.

§ 146a.39 Capsules procamne penicillin
in oil-(a) Standards of tdentity,
strength, quality, and purity. Capsules
procame penicillin in oil are capsules
composed of procaine penicillin, alu-
minum monostearate, and sesame oil or
peanut oil, enclosed in a suitable and
harmless soft gelatin capsule. The Po-
tency of each capsule is not less than
200,000 units. Its moisture content is
not more than 2.5 percent. The pro-
came pemcillin used conforms to the
standards prescribed by § 146a.44 (a) ex-
cept § 146a.44 (a) (2) and (3) Each
other ingredient used, if its name is rec-
ogized in the U. S. P. or N. F., conforms
to the standards prescribed therefor by
such official compendium.

(b) Packagzng. In all cases the im-
mediate container shall be a tight con-
tamer. as defined by the U. S. P. and shall
be of such composition as will not cause
any change in the strength, qublity, or
purity of the contents beyond any limit
therefor in applicable standards, except
that minor changes so caused which are
normal and unavoidable in good packag-
ing, storage, and distribution practice
shall be disregarded.

(c) Labeling. Each package shall
bear on its label or labeling, as herein-
after indicated, the following:

(1) On the outside wrapper or con-
tamer and the immediate contamer:

(i) The batch mark.
(ii) The number of units in each

capsule of the batch.
(ii) The name of the vegetable oil and

the quantity of aluminum monostearate
used in making the batch.

(iv) The statement "Expiration date
-.." the blank being filled in with

the date which is 36 months after the
month during which the batch was
certified: Provided, however That such
expiration date may be omitted from the
immediate container if such immediate
container is packaged in an individual
wrapper or container.

(2) On the outside wrapper or
bontamer:

(i) The statement "Caution: Federal
law prohibits dispensing without pre-
scraption," unless it is packaged for dis-
pensing and it is intended solely for vet-
ermary use and is conspicuously so
labeled.

(ii) If it is packaged for dispensing
and it is intended for use by man, a
reference specifically identifying a reaa-
fly available medical publication con-
taming information (including contram-
dications and possible sensitization) ade-
quate for the use of such drug by prac-
titioners licensed by law to administer
it; or a reference to a brochure or other
printed matter containing such infor-
mation, and a statement that such
brochure or other printed matter wil
be sent on request: Provided, however
That this reference may be omitted if
the information is contained in a circu-
lar or other labeling within or attached
to the package.
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(3) On the circular or other labeling
within or attached to the packmge, if it
is packaged for dispensing and It is in-
tended solely for veterinary use and is
conspicuously so labeled, adequate direc-
tions and warnings for the veterinary
use of such drug by the laity. Such cir-
cular or other labeling may also bear a
statement that a brochure or other
printed matter containing information
for other veterinary uses of such drug by
a veterinarian licensed by law to admin-
ister it will be sent to such veterinarian
on request.

(d) Request for certification, samples.
(1) In addition to complying with the
requirements of § 146.2 of this chapter,
a person who requests certification of a
batch shall submit with his request a
statement showing the batch mark, the
number of, packages of each size in such
batch, the batch mark and (unless It was
previously submitted) the date on which
the latest assay of the penicillin used In
making such batch was completed, the
number of units in each capsule, the
quantity of each ingredient used In mak-
ing the batch, the date on which the lat-
est assay of the drug comprising such
batch was completed, and a statement
that each ingredient used in making the
batch conforms to the requirements pre-
scribed therefor by this section.

(2) Except as otherwise provided in
subparagraph (4) of this paragraph,
such person shall submit in connection
with his request results of the tests and
assays listed after each of the following,
made by him on an accurately repre-
sentative sample of:

(i) The batch; average potency per
capsule and average moisture.

(ii) The penicillin used in making the
batch: potency, toxicity, moisture, pH,
penicillin K content (unless It Is procaine
penicillin G) crystallinity, and the pro-
caine penicillin G content.

(3) Except as otherwise provided by
subparagraph (4) of this paragraph,
such person shall submit in connection
with his request, n the quantities here-
inafter indicated, accurately represent-
ative samples of the following:

(1) The batch; 1 capsule for each 5.000
capsules in the batch, but in no case less
than 20 capsules or more than 100 cap-
sules, collected by taking single capsules
at such intervals throughout the entire
time of capsuling the batch that the
quantities capsuled during the Intervals
are approximately equal.

(i) The penicillin used in making the
batch; 10 packages each containing ap-
proximately equal portions of not leza
than 300 milligrams, packaged in ac-
cordance with the requirements of
§ 146a.44 (b)

(Iii) In case of an initial request for
certification, the sesame oil or peanut
oil and each other ingredient used in
making the batch; 1 package of each
containing, respectively, approximaty
250 grams and approximately 5 grams.

(4) No result referred to In subpara-
graph (2) (1i) of this paragraph, and
no sample referred to in subparagraph
(3) (1i) of this paragraph, is required if
such result or sample has been previ-
ously submitted.

(e) Fees. The fee for the services
rendered with respect to each batch
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under the regulations in this part shall
be:

1) $1.00 for each capsule in the
sample submitted in accordance with
paragraph (d) (3) (1) of this section;
$4.00 for each package in the samples
submitted In accordance with paragraph
(d) (3) (I) and (Ill) of this section.

(2) If the Commissioner considers
that investigations other than examina-
ton of such capsules and pachages are
nece:sary to determine whether or not
such batch complies with the require-
ments of § 146.3 of this chapter for the
i suance of a certificate, the cost of such
Investigations.
The fee prescribed by subparagraph (1)
of this paragraph shall accompany the
request for certification unless such fee
is covered by an advance deposit main-
tained in accordance with § 146.8 (d) of
this chapter.

§146a.40 Penicillin bougzes (sodium
penicillin bougies, calcium penicillin
bougics, potassium penicillin bougzes,
Procaine penicillin bouglee, penicillin
bougles odium salt, penicillin bougies
calcium salt, penfcillin bougl espotassium.
salt, penicillin bougfes procaine salt)-
(a) Standards of itentity, strength,
quality, and 2mrity. Penicillin bougies
are bougles composed of sodium penicil-
Un. calcium penicillin, potassium peni-
cillin, or procaine penicillin In an excip-
lent of polyethylene glycol or of one or
more other suitable and harmless dilu-
ents, binders, and lubricants. The po-
tency of each bougle is not less than
25,000 units. Its moisture content is not
more than 1.0 percent, except if it con-
tains procaine penicillin, its moisture
content is not more than 2.0 percent.
The sodium penicillin, calcium pemciliin,
or pot=lium penicillin used conforms to
the requirements of § 1463.24 (a) except
the limitation on penicillin X content
and except § 1464.24 (a) (1) (2) and
(4) but Its potency is not less than 300
units per milligram. The procaine
penicillin used conforms to the require-
ments of § 146a.44 (a) except the lim-
tatlon on penicillin K content and en-
cept § 146a.44 (a) (2) and (3). Each
other substance used, if its name is rec-
ognized in the U. S. P. or N. F., conforms
to the standards prescribed therefor by
such officlal compendium.

(b) Pacl:aging. Unless each penicillin
bougie is enclosed In foil or plastic film
and such enclosure Is a tight container as
defined by the U. S. P., except the pro-
vision that It shall be capable of tight
reclosure, the immediate container shall
be a tight container as so defined. The
immediate container may also contain a
desiccant separated from the bougles by
a plug of cotton or other like material
The compo3ition of the Immediate con-
tainer, or of the foil or film enclosure,
shall be such as will not cause any change
in the strength, quality, or purity of the
contents beyond any limit therefor in
applicable standards, except that minor
changes so caused which are normal and
unavoidable in good packaging, storage,
and distribution practice shall be
disregarded.

c) Labeling. Each package of pem-
cillin bougle-s shall bear, on its label or
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labeling as hereinafter indicated, the
following:

(1) On the outside wrapper or con-
tamer and the immediate container:

(1) The batbh mark;
(ii) The number of units in each

bougle of the batch;
(iii) The statement "Expiration date

,".,he blank being filled in,
if crystalline pemcillin or procaine pem-
cillin is used without the addition of an
excipient of polyethylene glycol, with
the date which is 36 months; or if crys-
talline penicillin or procaine penicillin
is used with the addition of an excipient
of polyethylene glycol, with the date
which is 18 months, or if crystalline pem-
cillin or procaine penicillin is not used,
with the date which is 12 months after
the month during which the batch was
certified: Provided, however That such
expiration date may be omitted from the
immediate container if such immediate
container is packaged in an individual
wrapper or container;

(iv) If the excipient is polyethylene
glycol, the statement "Store in refrig-
erator not above 15° C. (590 F.)" unless
the person who requests certification has
submitted to the Commssioner results of
tests and assays showing that his drug
is stable at room temperature;

(v) The statement "For veterinary
use only."

(2) On the circular or other labeling
within or attached to the package, if it
is packaged for dispensing, adequate di-
rections and warnings for the veterinary
use of such drug by the laity.

(d) Requests for certification, sam-
ples. (1) In addition to complying with
the requirements of § 146.2 of this chap-
ter, a person who requests certification
of a batch of penicillin bougies shall
submit with his request a statement
showing the batch mark, the number
of packages of each size in such batch,
the batch mark and (unless it was pre-
viously submitted) the date on which
the latest assay of the penicillin used
in making such batch was completed,
the number of units in each bougie,
the quantity of each ingredient used in
making the batch, and the date on
which the latest assay of the drug com-
prising such batch was completed, and
a statement that each ingredient used
in making the batch conforms to the
requirements prescribed therefor, if any,
by this section.

(2) Except as otherwise provided by
subparagraph (4) of this paragraph,
such person shall submit in connection
with his request results of the tests and
assays listed after each of the following,
made by him on an accurately represent-
ative sample of:

(i) The batch; average potency per
bougle, and moisture.

(if) The penicillin used in making the
batch; potency, toxicity, moisture, pH,
crystallinity, and heat stability if It is
crystalline sodium or potassium penicil-
lin, the penicillin G content if it is crys-
talline sodium or. potassium penicillin
G, and the procaine penicillin G content
if It is crystalline procaine penicillin G.

(3) Except as otherwise provided by
subparagraph (4) of this paragraph,
such person shall submlt-in connection
with his request in the quantities herein-

after Indicated, accurately representa-
tive samples of the following:

(i) The batch; one bougie for each
5,000 bougles in the batch, but in no case
less than 20 bougies or more than 100
bougies, collected by taking single bougies
at such intervals throughout the entire
time the bougies are being made, that
the quantities made during the intervals
are approximately equal.

(ii) The penicillin used In making the
batch; 5 packages, or in the case of crys-
talline penicillin 10 packages, each con-
taining approximately equal portions of
not less than 60 milligrams if it is not
procaine peniclllin and not less than 300
milligrams if it is procaine penicillin,
packaged, in accordance with the re-
quirements of § 146a.24 (b) or § 146a.44
(b)

(Ill) In case of an initial request for
certification, each polyethylene glycol
and each other ingredient used in mak-
ing the batch; one package of each con-
taining approximately 25 grams.

(4) No result referred to in subpara-
graph (2) (ii) of this paragraph, and no
sample referred to in subparagraph (3)
(ii) of this paragraph, Is required if such
result or sample has been previously sub-
mitted.

(e) Fees. The fee for the services ren-
dered With respect to each batch of peni-
cillin bougies under the regulations in
this part shall be:

(1) $1.00 for each bougle in the sample
submitted in accordance with paragraph
(d) (3) (1) of this section; $4.00 for each
package in the samples submitted in
accordance with paragraph (d) (3) (ii)
and (iiI) of this section; and

(2) If the Commissioner considers
that investigations other than examina-
tion of such bougies and packages, are
necessary to determine whether or not
such batch complies with the require-
ments of § 146,3 of this chapter for the
issuance of a certificate, the cost of such
investigations.
The fee prescribed by subparagraph
(1) of this paragraph shall accompany
the request for certification unless
such fee is covered- by an advance de-
posit maintained in accordance with
§ 146.8 (d) of this chapter.

§ 146a.41 Crystalline penicillin and
epinephrine in oiZ--(a) Standards of
identity, strength, quality, and purity.
Crystalline penicillin and epinephrine in
oil Is a suspension of crystalline penicil-
lin and epinephrine in a menstruum of
refined peanut oil or sesame oil. Each
milliliter has a potency of 300,000 units
and contains 0.3 milligram of epineph-
rine. Its moisture content Is not more
than 0 2 percent. It is sterile. The peni-
cillin used conforms to the requirements
6f § 146a.24 (a) for crystalline penicillin.
The epinephrine, peanut oil, and sesame
oil used conform to the standards pre-
scribed therefor by the U. S. P.

(b) Paccaging. The immediate con-
tamer of crystalline penicillin and epi-
nephrine in oil shall be of colorless trans-
parent glass so closed as to be a tight
container as defined by the U. S. P., shall
be sterile at the time of filling and clos-
ing, shall be so sealed that Its contents
cannot be used without destroying such
seal, and shall be of such composition as

will not cause any change In the strength,
quality, or purity of the contents beyond
any limit therefor In applicable stand-
ards, except that minor changes so
caused which are normal and unavoid-
able in good packaging, storage, and dis-
tribution practice shall be disregarded,
The quantity of crystalline penicillin and
epinephrine in oil In each such container
shall be not less than one milliliter and
not more than 20 milliliters unless It Is
packaged for repacking. Unless It is
packaged for repacking each container
shall be filled with a volume of crystal-
line penicillin and epinephrine in oil in
excess of that designated, which excess
shall be sufficient to permit the with-
drawal and the administration of the
volume indicated whether administered
In either single or multiple doses.

(c) Labeling. Each package of crya-
talline penicillin and epinephrine in oil
shall bear, on Its label or labeling as here-
inafter Indicated the following:

(1) On the outside wrapper or con-
tainer and the Immediate container of
the package:

(I) The batch mark;
(ii) The number of units per milliliter

of the batch;
(Ill) The quantity of epinephrine per

milliliter of the batch;
(iv) The statement "Expiration dato

------," the blank being filled In with
the date which is 18 months after tho
month during which the batch was cer-
tified: Provided, however, That such ON-
piration date may be omitted from the
immediate container If such immediate
container Is packaged in an Individual
wrapper or container;

(v) The statement "For Intramuscu-
lar use only" and "Shake well"; and

(vi) The name of the oil used in mak-
Ing the batch.

(2) On the outside wrapper or con-
tainer, the statement "Caution: Federal
law prohibits dispensing without pre-
scription," unless it Is packaged for dis-
pensing and It is intended solely for vet-
erinary use and Is conspicuously so
labeled.

(3) On the circular or other labeling
within or attached to the package, if It
is packaged for dispensing:

(I) If it is intended for use by man,
adequate directions and warnings for its
use by practitioners licensed by law to
administer such drug.

(ii) If It Is Intended solely for vet-
erinary use and is conspicuously so la-
beled, adequate directions and warnings
for the veterinary use of such drug by
the laity. Such circular or other label-
ing may also bear a statement that a
brochure or other printed matter con-
taining Information for other veterinary
uses of such drug by a veterinarian li-
censed by law to administer It will be sent
to such veterinarian on request.

(d) Requests for cerlfication; sam.
Ples. (1) In addition to complying with
the requirements of § 146.2 of this chap.
ter, a person who requests certification
of a batch of crystalline penicillin and
epinephrine in oil shall submit with his
request a statement showing the batch
mark, the number of packages of each
size in such batch, the batch mark and
(unless It was previously submitted)
the date on which the latest assay of the
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penicillin used in making such batch was
completed, the number of units in each
of such packages, the quantity of each
ingredient used in making the batch,
the date on which the latest assay of the
drug comprising such batch was com-
pleted, and that the epinephrine, peanut
oil or sesame oil used in making such
batch conforms to the requirements pre-
scribed therefor by this section.

(2) Except as otherwise provided by
subparagraph (4) of this paragraph,
such person shall submit in connection
with his request results of the tests and
assays listed after each of the following,

-made by him on an accurately repre-
sentative sample of:

(i) The batch; potency, sterility, mois-
ture and epinephrine content.

(ii) The penicillin used in making the
batch; potency, sterility, toxicity, pyro-
gens, moisture, pH, penicillin K content
(unless it is crystalline penicillin G)
crystallinity, heat stability and the peni-
cillin G content if it is crystalline penl-
ciln G.

(3) Except as otherwise provided by
subparagraph (4) of this paragraph, such
person shall submit in connection with
his request, in the quantities hereinafter
indicated, accurately representative sam-
ples of the following:

(i) The batch:
(a) For all tests except sterility* one

package for each 500 packages in the
batch, but in no case less than 5 pack-
ages or more than 15 packages.

(b) For sterility testing; 10 packages.
Such samples shall be collected by tak-
ing single packages at such intervals
throughout the entire time of packaging
the batch that the quantities packaged
during the intervals are approximately
equal.

(ii) The penicillin used in making
the batch:

(a) For all tests except sterility* 10
packages, each containing approximately
equal portions of not less than 60 milli-
grams.

(b) For sterility testing; 10 packages,
each containing approximately equal
portions of not less than 300 milligrams.
Such samples shall be packaged in ac-
cordance with the requirements of
§ 146a.24 (b)

(iii) In case of an Initial request for
certification, the epinephrine and the
peanut oil or sesame oil used in making
the batch; one package of each contain-
ing approximately 2 grams and 250
grams, respectively.

(4) No result referred to in subpara-
graph (2) (ii) of this paragraph, and no
sample referred to in subparagraph (3)
(ii) of this paragraph, is required if such
result or sample has been previously sub-
mitted.

.(e) Fees. The fee for the services ren-
dered with respect to each batch of
crystalline penicillin and epinephrine in
oil under the regulations in this part shall
be:

(1) $4.00 for each immediate con-
tamer in the samples submitted in ac-
cordance with paragraph (d) (3) (1) (a)
(if) (a) and (iii) of this section; and

(2) If the Commissioner considers
that investigations, other than examina-
tions of such packages, are necessary to
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determine whether or not such batch
complies with the requirements of § 146.3
of this chapter for the Issuance of a
certificate, the cost of such investiga-
tions.
The fees prescribed by subparagraph
(1) of this paragraph shall accompany
the request for certification unless such
fee Is covered by an advance deposit
maintained in accordance with § 146.8
(d) of this chapter.

§ 146a.42 Aluminum penicillin (alu-
minum penicillin salt)-(a) Standards
of identity, strength, quality, anti purity.
Aluminum penicillin Is the insoluble
aluminum salt of a kind of penicillin or
a mixture of two or more such salts, but
the quantity of any salt of penicillin K
therein is not more than 30 percent.
Each such drug is so purified and dried
that:

(1) Its potency is not less than 500
units per millgramn

(2) It Is sterile;
(3) It Is nonpyrogenic;
(4) It s nontoxic;
(5) Its moisture content is not more

than 3 percent; and
(6) Its pH in saturated aqucous solu-

tion is not less than 3.5 and not more
than 4.5.

(b) Paccaging. In all cases the im-
mediate containers shall be.tight con-
tainers as defined by the U. S. P.. shall
be sterile at the time of filling and clos-
ing, shall be so sealed that the contents
cannot be used without destroying the
seal, and shall be of such composition as
will not cause any change In the strength,
quality, or purity of the contents beyond
any limit therefor In applicable stand-
ards, except that minor changes so
caused which are normal and unavoid-
able in good packaging, storage, and dis-
tribution practice shall be disregarded.

(c) Labeling. Each package of alumi-
num penicillin shall bear on its outside
wrapper or container hnd the immedl-
ate container as hereinafter indicated,
the following:

(1) The batch mark;
(2) The weight of the drug and the

number of units in the immediate con-
tainer;

(3) The statement "Expiration date
2' the blank being filled In with

the date which Is 12 months after the
month during which the batch was certi-
fied: Provided, however, That such ex-
piration date may be omitted from the
immediate container if such immediate
container is packaged in an individual
wrapper or container;

(4) The statement "Store In refriger-
ator not above 150 C. (590 F.)" or "Store
below 150 C. (59c F.)";

(5) The statement 'For manufactur-
ing use only";

(6) The statement "Caution: Federal
law prohibits dispensing without pre-
scription."

(d) Request for certification, checT
tests and assays; samples. (1) In addi-
tion to complying with the requirements
of § 146.2 of this chapter, a peron who
requests certification of a batch of alu-
minum penicillin shall submit with his
request a statement showing the batch
mark, the number of paclages of each
size in the batch, the weight of the

drug and the number of units in each
package, and (unlezs it was previously
submitted) the date on which the latest
assay of the drug comprising the batch
was completed. Such request shall be
accompanied or followed with results of
the tests and assays made by him on
the batch for potency, sterility, pyrogens,
toxicity, moisture, pH, and the penicillin
K content.

(2) Such person shall submit in con-
nection with his reque-t an accurately
representative sample of the batch, con-
=iting of the following:

(1) For all tests except sterility- 6
packages.

(II) For sterility testing; 10 pacLkages.
Each such paclage shall contain ap-
proximately 300 milligrams taken from
different parts of such batch, and each
shall be packaged in accordance with
the requirements of paragraph (b) oZ
this -cetlon.

(3) In connection with contemplated
requests for certification of batches of
another drug in the manufacture of
which aluminum penicillin is to be used,
the manufacturer of a batch which is to
be so used may request the Commissioner
to mrnr"e check tests and assays on a
sample of such batch taken as prescribed
by subparagraph (2) of this paragraph.
From the information required by sub-
paragraph (1) of this paragraph may be
omitted rezults of tests and assays not
required for the batch when used in such
other drug. The Commissioner shall re-
port to such manufacturer results of each
check test and assay as are so requested.

(e) Fces. The fee for the services
rendered with respect to each batch
under the regulations in this part shall
be:

(1) $4.00 for each immediate con-
tainer in the samples submitted in ac-
cordance with paragraph (d) (2) (1) and
(3) of this section; and

(2) If the Commissioner considers
that investigations, other than the exam-
ination of such Immediate containers,
are necessary to determine whether or
not such batch complies with the require-
ments of § 146.3 of this chapter for the
izsuance of a certificate, the cost of such
investigations.
The fea prezcribed by subparagraph
(1) of this paragraph shall accompany
the request for certification unless such
fee is covered by an advance deposit
maintained in accordance with § 146.8
(d) of this chapter.

§ 146a.43 Aluminum venzczl in o7-
(a) Standards of identify, strength, quaZ-
ity, and purity. Aluminum penicillin in
oil is a suspension of aluminum penicillin
in a menstruum of refined peanut oil or
sesame oil. Its potency is 300,000 units
per milliliter. Its moisture content is
not more than 1.5 percent. It is sterile.
The aluminum penicillin used conforms
to the requirements of § 146a.42 (a).
The peanut oil or sesame oil used con-
forms to the standards prescribed there-
for by the U. S. F.

(b) Pach:aging. The Immediate con-
tniner of aluminum penicillin In oil shall
be of colorless, transparentglassso closed
as to be a tight container as defined by
the U. S. P., shall be sterile at the time
of filling and closing, shall be so sealed
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that its contents cannot be used without
destroying such'seal, and shall be of such
composition as will not cause any change
in the strength, quality, or purity of the
contents beyond any limit therefor in
applicable standards; except that minor
changes so caused which are normal and
unavoidable in good packaging, storage,
and distribution practice shall be disre-
garded. The quantity of aluminum pen-
icillin in oil in each such container shall
be not less than 1 milliliter and not more
than 20 milliliters, unless it is packaged
for repacking. Unless it is packaged for
repacking, each container shall be filled
with a volume of aluminum penicillin in
oil In exces of that designated, which
excess shall be sufficient to permit the
withdrawal and the administration of
the volume indicated, whether adminis-
tered in either single or multiple doses.

c) Labeling. Each package of alu-
minum penicillin In oil shall bear on its
label or labeling as hereinafter indicated,
the following:

(1) On the outside label or container
and the immediate container of the
package:

(i) The batch mark;
(ii) The number of units per milli-

liter of the batch;
(i) The statement "Expiration date

," the blank being filled in
with the ,date which is 12 months after
the month during which the batch was
certified: Provided, however That such
expiration date may be omitted from
the immediate container if such imme-
diate container is packaged in an in-
diviaual wrapper or container;

(iv) The statements "For intramuscu-
lar use only" and "Shake. well"'

(v) The statement "Store in refrigera-
tor not above 150 C. (59* F.)" or "Store
below 150 C. (590 F.)"" and

(vi) The name of the oil used in mak-
ing the batch.

(2) On the outside wrapper or con-
tainer the statement "Caution: Federal
law prohibits dispensing without pre-
scription," unless it is packaged for dis-
pensmg and it is intended solely for
veterinary use and is conspicuously so
labeled.

(3) On the circular or other labeling
within or attached to the package, if it
is packaged for dispensing:

(i) If it is intended for use by man,
adequate directions and warnings for its
use by practitioners licensed by law to
administer such drug.

(ii) If it is intended solely for veteri-
nary use and is conspicuously so labeled,
adequate directions and warnings for the
veterinary use of such drug by the laity.
Such circular or other labeling may also
bear .a statement that a brochure or
other printed matter containing infor-
mation for other veterinary uses of such
drug by a veterinarian licensed by law
to admimster it will be sent to such
veterinarian on request.

(d) Requests for certification; sam-.
ples. (1) In addition to complying with
the requirements of § 146.2 of this chap-
ter, a person who requests certification
of a batch of aluminum penicillin in oil
shall submit with his request a state-
ment showing the batch mark, the num-
her of packages of each size in such
batch, the batch mark and (unless it

was previously submitted) the date on
which the latest assay of the aluminum
penicillin used in making such batch was
completed, the number of units in each
of such packages, the quantity of each
ingredient used in making the batch, the
date on which the latest assay of the
drug comprising such batch was com-
pleted, and that the peanut oil or sesame
oil used in making such batch conforms
to the requirements prescribed therefor
by this section.

(2) Except as otherwise provided by
subparagraph (4) of this paragraph,
such person shall submit in connection
with his request results of the tests and
assays listed after each of the following,
made by him on an accurately represent-
ative sample of:

(i) The batch; potency, sterility, mois-
ture.

i) The aluminum penicillin used in
making the batch; potency sterility,
toxicity, pyrogens, moisture, pH, penicil-
lin K content.

(3) Except as otherwise provided by
subparagraph (4- of this paragraph,
such person shall submit in connection
with his request, in the quantities here,
inafter indicated, accurately representa-
tive samples of the following:

(i) The batch:
(a) For all tests except sterility' one

package for each 500 packages in the
batch, but in no case less than 3 pack-
ages or more than 12 packages.

(b) For sterility testing; 10 packages.
Such samples shall be collected by tak-
ing single packages at such intervals
throughout the entire time of pack-
aging the batch that the quantities
packaged during the intervals are ap-
proximately equal.

(fi) The aluminum penicillin used in
making the batch:

(a) For all tests except sterility- 6
packages, each containing approximately
equal portions of not less than 300 milli-
grams.

(b) For sterility testing: 10 packages,
each containing approximately equal
portions of not less than 300 milligrams.
,Such samples shall be packaged in ac-
cordance with the requirements of
§ 146a.42 (b)

(iii) In case of an initial request for
certification, the peanut oil or sesame
oil used in making the batch; one pack-
age of each containing approximately
250 grams.

(4) No result referred to in subpara-
graph (2) (ii) of this paragraph, and no
sample referred to in subparagraph (3)
(ii) of this paragraph, Is required if
such result or sample has been previ-
ously submitted.

(e) Fees. The fee for the services
rendered with respect to each batch of
aluminum penicillin in oil under the
regulations in this part 'shall be:

(1) $8.00 for each package in the
sample submitted in accordance'with
Paragraph (d) (3) (i) (a) of this sec-
tion; $4.00 for each package in the
samples submitted. in accordance with
paragraph (d) (3) (ii) (a) and (iii) of
this section; and

(2) If the Commissioner considers that
Investigations, other than the examina-
tion of such packages, are necessary to

determine whether or not such batch
complies with the requirements of § 146.3
of this chapter for the issuance of a
certificate, the cost of such investga-
tions.
The fee prescribed by subparagraph
(1) of this paragraph shall accompany
the request for certification unless such
fee Is covered by an advance depoilt
maintained in accordance with § 140,8

d) of this chapter.
§ 146a.44 Procaine penicillin (ponicil-

lin procaine salt), procaine penicillin 0
(penillin G procaine salt)-(a)" Stand-
ards of identity, strength, quality, and
purity. Procaine penicillin is the crys-
talline procaine salt of a kind of penicil.
lin, or a mixture of two or more such salts
prepared from procaine hydrochlorldo
that compiles with all the standards pro-
scribed by the U. S. P., except for the color
of the crystals and penicillin, but the
quantity of any salt of penicillin X
therein is not more than 30 percent: pro-
caine penicillin G is procaine penicillin
which contains not less than 85 percent
by weight of the 'procaine salt of peni-
cillin G. Each such drug is so purified
and dried that:

(1) Its potency Is not less than 000
units per milligram;

(2) It is sterile;
(3) It is nonpyrogenic;
(4) It Is nontoxic;
(5) Its moisture content Is not more

than 4.2 percent; and
(6) Its pH In saturated aqueous solu-

tion Is not less than 5 and not more than
7.5.

(b) Packaging. In all cases the Imme-
diate containers shall be tight contain-
ers as defined by the U. S. P., shall be
sterile at the time of filling and closing,
shall be so sealed that the contents can-
not be used without destroying the voal,
and shall be of such composition as will
not cause any change in the strength.
quality, or purity of the contents beyond
any limit therefor in applicable stand-
ards, except that minor changes so
caused which are normal and unavoid-
able in good packaging, storage, and dis-
tribution practice shall be disregarded,
(c) Labeling. Each package of pro-

caine penicillin shall bear on its outsido
wrapper or container and the immediato
container as hereinafter Indicated, tho
following:

(1) The batch mark;
(2) The weight of the drug and the

number of units in the Immediate con-
tainers:

(3) The statement "Expiration date
..........-.- " the blank being filled in
with the date which is 36 months after
the month during which the batch was
'certified, except that the blank may bo
filled in with the date which is 48 months
after the month during which the batch
was certified, if the person who requests
certification has submitted to the Com-
missioner results of tests and assays
showing that after having been stored
for such period of time such drug as pre-
pared by him complies with the stand-
ards prescribed by paragraph (a) of this
section: Provided, however, That such
expiration date may be omitted from the
immediate container if such immediate
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container is packaged in an individual
wrapper or container;'

(4) The statement 'Tor manufactur-
ing use only",

(5) The statement "Caution: Federal
law prohibits dispensing without pre-
scription."

(d) Request for certification, chocT
tests and assays; samples. (1) In addi-
tion to complying with the requirements
of § 146.2 of this chapter, a person who
requests certification of a batch of pro-
came penicillin shall submit with his
request a statement showing the batch
mark, the number of packages of each
size in the batch, the weight of the drug
and the number of units in each pack-
age, and (unless it was previously sub-
mitted) the date on which the latest
assay of the drug comprising the batch
was completed. Such request shall be
accompamed or followed by the results
of tests and assays made by him on the
batch for potency, sterility, toxicity,
pyrogens, moisture, pH, crystallinity,
pemciin K content (unless it is pro-
came penicillin G) and the pemcillin G
content if it is procaine peicillin G.

(2) Such person shall submit with his
request an accurately representative
sample of the batch, consisting of the
following:

(i) For all tests except sterility; 10
packages.

(ii) For-sterility testing; 10 packages.
Each such package shall contain ap-
proximately 300 milligrams taken from
a different part of such batch, and each
shall be packaged in accordance with the
requirements of paragraph (b) of this
section.

(3) In connection with contemplated
requests for certification of batches of
another drug in the manufacture of
which procaine penicillin is to be used,
the manufacturer of a batch which is to
be-so used may request the Commis-
sioner to make check tests and assays on
a sample of such batch taken as pre-
scribed by- subparagraph (2) of this
paragraph. From the information re-
quired by subparagraph (1) of this para-
graph may be omitted results of tests
and assays not required for the batch
when used in such other drug. The
Commissioner shall report fo each manu-
facturer results of such check tests and
assays as are so requested.

(e) Fees. The fee for the services
rendered with respect to each batch un-
der the regulations in this part shall be:

(1) $4.00 for each immediate con-
tamer in the samples submitted in ac-
cordance with paragraph (d) (2) (i) and
(3) of this section; and

(2) If the Commissioner considers
-that investigations other than the exami-
nation of such immediate containers are
necessary to determine whether or not
such batch complies with the require-
ments of § 146.3 of this chapter for the
issuance of a certificate, the cost of such
investigations.
The fee prescribed by subparagraph
(1) of this paragraph shall accompany
the request for certification unless
such fee is covered by an advance de-
posit maintamed -in accordance with
§ 146.8 (d) of this chapter.
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§ 146a.45 Procaine penicillin in oil-
(a) Standards of identity, strcngth,
quality and purity. Procaine penicillin
in oil is a suspension of procaine penicil-
lin in refined peanut oil or sesame oil,
with or without the addition of one or
more suitable and harmless dispersing
agents and with or without the addition
of a hardening agent. If it Is intended
solely for veterinary use and Is conspicu-
ously so labeled, it may contain nitro-
furazone or adrenocorticotrople hormone
(ACTH) Its potency Is 300,000 units
per milliliter, except if It Is packaged
and labeled solely for veterinary use, Its
potency Is not less than 10,000 units per
milliliter. Its moisture content s not
more than 1.4 percent. It Is sterile,
unless it is packaged and labeled solely
for udder nstillations of cattle or sub-
cutaneous injection In fowl. The pro-
came penicillin used conforms to the
requirements of § 146a.44 -(a), except if
the batch of procaine penicillin in oil Is
packaged and labeled solely for udder
instillation of cattle or subcutaneous in-
Jection in fowl, the penicillin used
Is exempt from the requirements of sub-
paragraphs (2) and (3) of that section.
The sesame oil and peanut oil used con-
form to the standards prescribed there-
for by the U. S. P. The hardening agent
is a refined hydrogenated and deodorized
peanut oil free from rancidity; It has an
Iodine value of not more than 10; Its free
fatty acid content as olele acid s not
more than 11o of 1 percent, and Its melt-
ing point is 64" C., --2 C.

(b) Packaging. The Immediate con-
tainer of procaine penicillin In oil shall be
of colorless transparent glass (unless It
is packaged to contain a single doze), so
closed as to Le a tight container as de-
fined by the U. S. P., shall be sterile at the
time of filling and closing, and shl be so
sealed that its contents cannot be used
without destroying such seal, except if It
is labeled solely for udder Instillations of
cattle or subcutaneous injection in fowl
it may be packaged in plastic or col-
lapsible tubes which shaU be well-clozed
containers as defined by the U.S. P The
immediate container shall be of such
composition as will not cause any change
in the strength, quality, or purity of the
contents beyond any limitation therefor
in applicable standards, except that mi-
nor changes so caused which are normal
and unavoidable in good marketing, stor-
age, and distribution practice shall be
disregarded. The quantity of procaine
penicillin in oil In each such container
shall be not less than 1 milliliter and not
more than 20 milliliters, unless It is
packaged for repacking or Is packaged
and labeled solely for veterinary use.
Unless it Is packaged for repacking, each
such container shall be filled with a vol-
ume of procaine penicillin in-oil In ex-
cess of that designated, which excess
shall be sufficient to permit the with-
drawal and the administration of the
volume indicated, whether administered
in single or multiple doses.

(c) Labeling. Each package of pro-
caine penicillin in oil shall bear on Its
label or labeling as hereinafter indicated,
the following:

(1) On the outside wrapper or con-
tainer and the Immediate container of
the package:
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UI) The batch mark;
(It) The number of units per m1lilter

of the batch;
(Iil) The statement 'Sxplration date
... .;-' the blank being filled

in, if It is packaged in plastic containers.
with the date which is 12 months, or if
Its container Is not plastic, with the date
which Is 36 months after the month dur-
Ing which the batch was certified, except
that the blank may be filled m with the
date which Is 18 or 24 months, if the con-
tainer Is plastic, or 48 or 60 months if the
container is not plastic, after the month
during which the batch was certified, if
the person who requests certificatfon has
submitted to the CommiLsioner results of
tests and assays showing that after
having been stored for such period of
time such drug as prepared by hun com-
plies with the standards prescribed by
paragraph (a) of this section: Provided,
however, That such expiration date may
be omitted from the immediate con-
tainer if such immediate container is
packaged in an individual wrapper or
container;

(Iv) Unless it Is packaged and labeled
solely for udder Instillations of cattle
or subcutaneous injection in fowl, the
statement "For intramuscular use only"
and, if it does not contain a hardening
agent, "Shake well"; and

(v) The name of each oi used in mak-
Ing the batch and, if aluminum mon-
ostearate Is used as the dispersing agent
or If nitrofurazone or adreneorticotro-
pie hormone Is uscd, the quantity use L

(2) On the outside wrapper or con-
tainer:

(1) The ltatement "Caution: Federal
law prohibits dispensing without pre-
scription," unless it is packaged for dis-
pensing and It is intended solely for
veterinary use and is conspicuously so
labeled.

(I) If it is intended solely for veten-
nary use and contains adrenccartico-
tropic hormone, the statement "Caution:
Federal law restricts this drug to sale by
or on the order of a licensed veten-
narian."

(ill) If It Is packaged for dispensing
and It is intended for use by man, a ref-
erence specifically Identifying a readily
available medical publication containi
Information (Including contraindications
and pozlble sensitization) adequate for
the use of such drug by practitioners li-
cenced by law, to administer It; or a
reference to a brochure or other printed
matter containing such information, and
a statement that such brochure or other
printed matter will be sent on request:
Provided, however That this reference
may be omitted if the information is con-
tained in a circular or other labeling
within or attached to the package.

(3) On the circular or other labeling
within or attached to the package, if
It is packaged for dispensing and it is
intended colely for veterinary use and
s conspicuously so labeled:

(1) If It contains adrenccorticotropic
hormone, adequate directions and warn-
ings for Its use by veterinarians licensed
by law to administer such drug.

iI) If It does not contain adrenocor-
ticotroplc hormone, adequate directions
and warnings for the veterinary use of
such drug by the laity, including a state-
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ment, if it is intended for subcutaneous
injection in fowl, that it should be in-
jected in the neck immediately behind
the head.

Such circular or other labeling may also
bear a statement that a brochure or other
printed matter containing information
for other veterinary uses of such drug
by a veterinarian licensed by law to ad-
minister it will be sent to such vetermar-
ian on request.

(d) Requests for certification; sam-
pies. (1) In addition to complying with
the requirements of § 146.2 of this chap-
ter, a person who requests certification of
a batch of procaine penicillin in oil shall
submit with his request a statement-
showing the batch mark, the number of
packages of each size in such batch, the
batch mark and (unless it was previously
submitted) the date on which the latest
assay of the procaine penicillin used in
making such batch was completed, the
number of units in each of such pack-
ages, the quantity of each ingredient
used in making the batch, the date on
which the latest assay of the drug com-
prising such batch was completed, and
that each ingredient used in making such
batch conforms to the requirements pre-
scribed therefor by this section.

(2) Except as otherwise provided by
subparagraph (4) of this paragraph, suph
person shall submit in connection with
his request results of the tests and as-
says listed after each of the following,
made by him on an accurately repre-
sentative sample of:

(I) The batch; potency, sterility (un-
less it is intended solely for ildder instil-
lations of cattle or subcutaneous ijec-
tion in fowl) and moisture.

(ii) The procaine penicillin used in
making the batch; potency, toxicity,
moisture, pH, crystallinity, penicillin K
content (unless it is crystalline penicillin
G) procaine penicillin G content if it is
'procaine penicillin G, and, unless the
batch of procaine penicillin in oil is in-
tended solely for udder instillations of
cattle or subcutaneous injection in fowl,
sterility or pyrogens.

(3) Except as otherwise provided by
subparagraph (4) of this paragraph,
such person shall submit in connection
with his request, in the quantities here-
inafter indicated, accurately representa-
tive samples of the following:

(I) The batch:
(a) For all tests except sterility- one

package for each 500 packages in the
batch, but in no case less than 3 pack-
ages or more than 12 packages, unless
it is intended solely for udder instilla-
tions of cattle or subcutaneous injections
in fowl, in which case such sample shall
consist of 1 package for each 5,000 pack-
ages in the batch, but in no case less
than 5 packages or more than 12 pack-
ages.

(b) For sterility testing; 10 packages.
Such samples shall be collected by tak-
ing single packages at such intervals
throughout the entire time of packaging
the batch that the. quantities packaged
during the intervals are approximately
equal.

(ii) The procaine penicillin used in
making the batch:

'(a) For all tests except sterility- 10
packages, each containing approxi-
mately equal portions of 300 milligrams.

(b) For sterility testing; 10 packages,
each containing approximately equal
portions of 300 milligrams.
Such samples shall be packaged in ac-
cordance with the requirements of
§ 146a.44 (b)

(iII) In case of an initial request for
certification, the peanut oil or sesame
oil and each dispersing and hardening
agent or other ingredient used in making
the batch; one package of each contain-
iug, respectively, approximately 250
grams and 5 grams.

(4) No result referred to in subpara-
graph (2) (ii) of this paragraph, and no
sample referred to in subparagraph (3)
(ii) of this paragraph, is reqi~red if such
result or sample has been previously sub-
mitted.

(e) Fees. The fees for the services
rendered with respect to each batch of
procaine penicillin in oil under the regu-
lations in this part shall be:

(1) $4.00 for each package in the sam-
ples submitted in accordance with para-
graph (d) (3) (1) (a), (ii) (a), and (iii)
of this section; and

(2) If the Commissioner considers that
investigations, other than examination
of such packages, are necessary to deter-
mine whether or not such batch complies
with the requirements of § 146.3 of this
chapter for the issuance of a certificate,
the cost of such investigations.
The fee prescribed by subparagraph
(1) of this paragraph shall accompany
the request for certification unless such
fee is covered by an advance deposit
maintained in accordance with § 146.8
(d) of this chapter.

§ 146a.46 Crystalline penicillin for
inhalation therapy-(a) Standards of
identity, strength, quality, and purity.
Crystalline penicillin for inhalation
therapy is crystalline sodium penicillin,
potassium penicillin, or procaine peni-
cillin, with or without one or more suit-
able and harmless diluents. Its moisture
content is not more than 1.5 percent if it
is crystalline sodium or potassium pem-
cillin, and not more than 4.2 percent if it
is procaine penicillin. The crystalline
penicillin used conforms to the require-
ments of § 146w.24 (a) except subpara-
graphs (2) and (4) of that paragraph.
The procame penicillin used conforms to
the requirements of § 146a.44 (a) except
subparagraphs (2) and (3) of that para-
graph. Each diluent used, if Its name
is recognized in the U. S. P., or N. F.,
conforms to the standards prescribed
therefor by such official compendium.

(b) Packaging. The immediate con-
tainer of crystalline penicillin for in-
halation therapy shall be a tight con-
.tamer as defined by the U. S. P., Its
closure shall be one through which a
hypodermic needle cannot be introduced;
and the container shall be of such com-
position as will not cause any change in
the strength, quality, or purity of the
contents beyond any limit therefor in
applicable standards, except that minor
changes so caused which are normal and
unavoidable in good packaging, storage,
and distribution practice shall be dis-
regarded. Each such container shall

contain not less than 50,000 units and
each may be packaged In combination
with a container of the solvent, distilled
water U. S. P., physiological salt solution
U. S. P., physiological salt solution with
the preservative chlorobutanol, or a
solution of propylene glycol in distilled
water.

(c) Labeling. Each package shall
bear on its label or labeling as herein.
after indicated, the following:

(1) On the outside wrapper or con.
tainer and the immediate container:

(1) The batch mark;
(11) The number of units in the im-

mediate container;
(ii) The statement "Expiration date

-,;" the blank being filled
in, if crystalline sodium penicillin or
potassium penicillin is used, without a
diluent, with the date which Is 30 months,
or if procaine penicillin is used, without
a diluent, with the date which is 24
months, or if a diluent Is used, with the
date which Is 18 months after the month
during which the batch was certified:
Provided, however, That such expiration
date may be omitted from the Immediate
container if such immediate container
is packaged in an individual wrapper or
container;

(iv) If It is packaged in combination
with a container of a solvent, the state-
ment "Warning-Not for injection."

(2) On the outside wrapper or con-
tainer:

(I) The statement "Caution: Federal
law prohibits dispensing without pro-
scription."

(ii) If it is packaged for dispensing, a
reference specifically identifying a read-
fly available medical publication con-
taining information (including contra-
indications and possible sensitization)
adequate for the use of such drug by
practitioners licensed by law to admin-
ister it; or a reference to a brochure or
other printed matter containing such in-
formation,- and a statement that such
brochure or other printed matter will be
sent on request: Provided, however, That
this reference may be omitted if the
information Is contained In a circular
or other labeling within or attached to
the package.

(d) Request for certiflcation, samples.
(1) In addition to complying with the
requirements of § 146.2 of this chapter,
a person who requests certification of a
batch of crystalline penicillin for Inhala-
tion therapy shall submit with his re-
quest a statement showing the batch
mark, the number of packages of each
size in such batch, the batch mark and
(unless previously submitted) the date
on which the latest assay of the penicil-
lin used in making such batch was com-
pleted, the number of units In each
immediate container, the quantity of
each diluent used In making the batch,
the date on which the latest assay of the
drug comprising such batch was com-
pleted, and a statement that each dilu-
ent used in making the batch conforms
to the requirements prescribed therefor,
if any, by this section.

(2) Except as otherwise provided in
subparagraph (4) of this paragraph,
such person shall submit In connection
with his request results of the tests and
assays listed after each of the following,
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made by hun on an accurately repre-
sentative sample of:

(i) The batch; potency and moisture.
(il The pemcillin used in making the

batch; potency, toxicity, moisture, pH,
penicillin K content (unless it is crystal-
line penicillin G) crystallinity if it is
crystalline penicillin, heat stability if It
is crystalline sodium or potassium peni-
cillin, the penicillin G content if it is
crystalline sodium or potassium peni-
cillin G, and the procaine penicillin G
content if it is procaine penicillin G.

(3) Except as otherwise provided by
subparagraph (4) of this paragraph, such
person shall submit in connection with
his request, in the quantities hereinafter
indicated, accurately representative
-samples of the following:

(I) The batch; one immediate con-
tamer for each 5,000 immediate con-
tainers in the batch, but in no case less
than 5 immediate containers or more
than 12 immediate containers, collected
by taking single immediate containers,
before or after labeling at such intervals
throughout the entire time of packaging
the batch that the quantities packaged
during the intervals are approximately
equal.

(iD The penicillin used in making the
batch; 10 packages, each containing ap-
proximately equal portions of not less
than 60 milligrams if it is not procaine
penicillin, and not less than 300 milli-
grams if it is procaine penicillin, pack-
aged in accordance with the require-
ments of § 146a.24 (b) or § 146a.44 (b)

(iiI) In case of an initial reouest for
certification, each diluent used in mak-
ing the batch; one package of each con-
taming approximately 5 grams.

(4) No result referred to In subpara-
graph (2) (i) of this paragraph, and
no sample referred to in subparagraph

.(3) (ii) of this paragraph, !s required if
such result or sample has been pre-
viously submitted.

(e) Fees. The fee for the services
rendered with respect to each batch
under the regulations in this part shall
be:

(1) $4.00 for each immediate con-
tamer in the samples submitted m ac-
cordance with paragraph (d) (3) (i),
i) and (ii) of this section.

(2) If the Commssioner considers
that investigations, other than examina-
tion of such immediate containers, are
necessary to determine whether or not
such batch complies with the require-
ments of § 146.3 of this chapter for the
issuance of a certificate, the cost of such
investigations.

The fee prescribed by subparagraph
(1) of this paragraph shall accompany
the request for certification unless such
fee is covered by an advance deposit
maintained in ccordance with § 146.8
(d) of this chapter.

§ 146a.47 Procamne penicillin for aque-
ous rnieetion-(a) Standards of identity,
strength, quality, and purity. Procaine
penicillin for aqueous injection is a dry
mixture of procaine penicillin and one
or more suitable and harmless suspend-
ing or dispersing agents, with or without
one or more suitable- and harmless pre-
servatives and buffer substances, or it is
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an aqueous suspension of procaine pon-
icillin and one or more suitable and
harmless suspending or dispersing
agents, buffer substances, and prezerva-
tives, except that precervatives are not
required if the immediate container is
packaged to contain a single doe and
is conspicuously so labeled. If It is an
aqueous suspension of the drug it may
contain procaine hydrochloride in a con-
centration not exceeding 2 parcent and
one or more suitable and harmless sta-
bu"ing agents. It is so purified that:

(1) If It is an aqueous suzpension of
the drug. each container or each milli-
liter shall contain not less than 300,000
units;

(2) It Is sterile;
(3) If it is the dry mbiture of the

drug, its moisture content is not more
than 4.2 percent;

(4) It is nonpyrogenic;
(5) It is nontoxic: and
(6) Its pH in saturated aqueous solu-

tion is not less than 5.0 and not more
than 7.5.
The procaine penicillin used conforms
to the requirements of § 14a.44 (a)
Each other substance. If Its name is rec-
ognized in the U. S. P. or N. F., conforms
to the standards prescribed therefor by
such official compendium.

(b) Packaging. In all cases the Im-
mediate containers shall be tight con-
tainers as defined by the U. S. P., shall be
sterile at the time of filling and closing,
shall be so sealed that the contents can-
not be used without destroying such sea],
and shall be of such composition as will
not cause any change in the strength,
quality, or purity of the contents beyond
any limit therefor in applicable stand-
ards, except that minor changes so
caused which are normal and unavoid-
able in good packaging, storage, and
distribution practice shall be disregarded.
In case It is packaged for dispensing, It
shall be in immediate containers of col-
orless, transparent glass, clozed by a
substance through which a hypodermic
needle may be introduced and withdrawn
without removing the closure or dcztroy-
ing its effectiveness, unless it is the aque-
ous suspension of the drug and It is pack-
aged to contain a single doze. If It is
the dry mixture of the drug. each such
container shall contain 300,000 units,
600,000 units, 900,000 units, 1200,000
units, 1,500,000 units, or 3,000,000 units,
unless it is intended solely for veterinary
use and it is conspicuously so labeled.
Each such container may be packaged In
combination with a container of a suit-
able aqueous diluent. If It is the aque-
ous suspension of the drug, each such
container shall contain not lezs than 1
milliliter (unless It Is packaged to con-
tain a single dose) and not more than
12 milliliters (unless it is Intended solely
for veterinary use and is conspicuously
so labeled) and each shall be filled with
a volume in excess of that designated,
which excess shall be suMlfficient to permit
the withdrawal and the administration
of the volume indicated, whether admin-
istered in either single or multiple doses.

c) Labeling. Each package shall
bear on Its label or labeling as hereinafter
indicated, the following:
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(1) On the outside wrapper or con-
tainer and the immediate container:

U) he batch mark;
(i) The number of units in the im-

mediate container;
(III) The statement "Expiration date

___1, the blank bcng filled in, if it is
a dry mixture of the drug, with the date
which is 36 months, or If itis the aqueous
suspension of the drug, with the date
which is 12 months after the month dur-
in,- which the batch was certified, ex-
czpt that the blank may be filled in with
the date which is 48 months, If it is the
dry mixture of the drug, and 18 months
or 24 months, f it is the aqueous suspen-
sion of the drug, after the month dur-
ing which the batch was certified, if the
person who requests certification has
submitted to the Commissioner results
of tests and assays showing that after
having been stored for such period of
time such drug as prepared by him com-
plies with the standards prescribed by
paragraph (a) of this section: Provided,
hower, That such expiration date may
be omitted from the immediate container
if such immediate container Is packaged
in an Individual wrapper or container;

(1v) The statement "For intramuscu-
lar use only"* and

(v) If the drug contains preservatives
or added procaine hydrochloride, the
namp and quantity of each such added
Ingredient.

(2) On the immediate container, if it
is a dry mixture of the drug, the condi-
tions under which suspensions made
from such drug should be stored, and the
statement "Sterile suspension may be
kept at room temperature for 1 week, or
in a refrigerator for 3 wereks, without sig-
nificant loss of potency," unless this in-
formation is contained in a circular or
other labeling within or attached to the
package.

(3) On the outside wrapper or con-
tainer:

(I) The statement "Caution: Federal
law prohibits dispensing without pre-
scription," unless It is packaged for dis-
pening and It is intended solely for
veterinary use and is conspicuously so
labeled.

W) If It is packaged for dispensing
and It is intended for use by man, a ref-
erence specifically Identifying a readily
available medical publication containing
information (including contraindications
and possible senlitization) adequate for
the use of such drug by practitioners
licensed by law to administer it; or a
reference to a brochure or other printed
matter containing such information,
and a statement that such brcchure
or other printed matter will be sent on
request: Providcd, however That this
reference may be omitted if the mfor-
mation Is contained in a circular or
other labeling within or attached to the
package.

(11) If It is the aqueous suspension
of the dru, the statement "Store in
refrigerator not above 150 C. (59* F.)"
or "Store below 150 C. (590 F.) 1' unless
the person who rcquests certification has
submitted to the Commisonrresults of
tests and assays showing that such drug
as prepared by him complies with the
standards preseribed by para-raph (a)
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of this section after having been stored
at room temperature.

(4) On the circular or other labeling
within or attached to the package, if
it is packaged for dispensing and it is
intended solely for veterinary use and is
conspicuously so labeled, adequate di-
rections and warnings for the veterinary
use of such drug by the laity. Such
circular or other labeling may also bear
a statement that a brochure or other
printed matter containing information
for other veterinary uses of such drug
by a veterinarian licensed-by law to ad-
minister it will be sent to such veter-
inarian on request.

(d) Requests for certification; sam-
ples. (1) In addition to complying with
the requirements of § 146.2 of this chap-
ter, a person who requests certification
of a batch of procaine penicillin for
aqueous injection shall submit with his
request a statement showing the batch
mark, the number of packages of each
size in such batch, the batch mark and
(unless it was previously submitted) the
date on which the latest assay of the pro-
came penicillin used in making such
batch was completed, the number of
units in each of such packages, the
quantity of each ingredient used in mak-
ing the batch, -the date on which the lat-
est assay of the drug comprising such
batch was completed, and a statement
that each ingredient used in making the
batch conforms to the requirements pre-
scribed therefdr, if any, by this section.
If such batch, or any part thereof, is to
be packaged with a solvent, such request
shall also be accompanied by a statement
that such solvent conforms to the re-
quirements prescribed therefor by this
section.

(2) Except as otherwise provided by
subparagraph (5) of this paragraph,
such person shall submit in connection
with his request results of the tests and
assays listed after each of the following,
made by him on an accurately represent-
ative sample of:

(i) The batch; potency, sterility, mois-
ture, pyrogens, toxicity, pH.

4ti) The procaine pemcillin used in
making the batch; Diotency, crystallinity,
penicillin K content (unless it is pro-
caine penicillin G) and the penicillin G
content if it is procaine penicillin G.

(3) Except as otherwise provided by
subparagraph (5) of this paragraph, if
such batch is packaged for dispensing,
such person shall submit in connection
with his request, in the quantities here-
inafter indicated, accurately representa-
tive samples of the following:

(i) The batch.
(a) For all tests except sterility* one

Immediate container for each 5,000 im-
mediate containers in such batch, but in
no case less than 10 or more than 17 im-'
mediate containers.

(b) For sterility testing; 10 immediate
containers.
Such samples .shall be collected by tak-
ing single mmediate containers at such
intervals throughout the entire time of
packaging the batch that the quantities
packaged during the intervals are ap-
proximately equal.

(ii) The procaine penicillin used in
making the batch; 3 packages containing

approximately equal portions of not less
than 500 milligrams each, packaged in
accordance with the requirements of
§-146a.44 (b)

(iII) In case of an initial request for
certification, each other ingredient used
in making the batch; one package of
each containing approximately 5 grams.

(iv) In case of an initial request for
the certification of a batch of procaine
penicillin for aqueous injection which is
to be packaged in combination with an
aqueous diluent which is not recognized
by the U. S. P., or when any change Is
made In the composition of such diluent,
five, packages of the diluent included in
the combination.

(4) If such batch is packaged for re-
packing, such person shall submit with
his request a sample consisting of the
following:

(i) For all tests except sterility* 10
packages.

(ii) For sterility testing; 10 paclkages.
Each such package shall contain not less
than approximately 300 milligrams
taken from differtnt parts of such batch,
and each shall be packaged in accord-
ance with the requirements of paragraph
(b) of this section.

(5) No result referred to In subpara-
graph (2) (ii) of this paragraph, and
no sample referred to in subparagraph
(3) (ii) of this paragraph, is required if
such result or sample has been previously
submitted.

(e) Fees. The fee for the services
rendered with respect to each batch
under the regulations in this part shall
be:

(1) $4.00 for each immediate con-
tamer in the samples submitted in ac-
cordance with paragraph (d) (3) ()
(a) (ii) (ii) (iv), and (4) (1) of this
section; and

(2) If the Commissioner considers
that investigations, other than examina-
tion of such immediate containers, are
necessary to determine whether or not
such batch complies with the require-
ments of § 146.3 of this chapter for the
issuance of a certificate, the cost of such
investigations.

The fee prescribed by subparagraph
(1) of this paragraph shall accompany
the request for certification unless such
fee is covered by an advance deposit
maintained in accordance with § 146.8
(d) of this chapter.

§ 146a.48 Ephedrine penicillin (penicil-
lin ephedrine salt) ephedrzne penicillin
G (penicillin G ephedrzne salt)-(a)
Standards of identity, strength, quality,
and purity. Ephedrine penicillin is the
crystalline ephedrine salt of a kind of
penicillin, or a mixture of two or more
such salts prepared from ephedrine
U. S. P. and penicillin, but the quantity of
any salt of penicillin K therein is not
more than 30 percent; ephedrine penicil-
lin G is ephedrine penicillin which con-
tains not less than 85 percent by weight
of the ephedrine salt of penicillin G.
Each such drug is so purified and dried
that:

(1) Its potency is not less than 1,000
units per milligram;

(2) It is sterile;
(3) It is nontoxic;

(4) It is nonpyrogenic;
(5) Its moisture content Is not more

than 1.5 percent;
(6) Its pH in aqueous solution-of 5,000

to 10,000 units per milliliter is not less
than 5 and not more than 7.5.

(b) Packaging. In all cases the imme-
diate containers shall be tight containers
as defined by the U. S. P., shall be teril
at the time of filling and closing, shall be
so sealed that the contents cannot be
psed without destroying the seal, and
shall be of such composition as will not
cause any change in the strength, qual-
ity, or purity of the contents beyond any
limit therefor In applicable standards,
except that minor changes so caused
which are normal and unavoidable in
good packaging, storage, and distribu-
tion practice shall be disregarded.

(c) Labeling. Each package of ephed-
nine penicillin shall bear on its outside
wrapper or container and the Immediate
container as hereinafter indicated, the
following:

(1) The batch mark:
(2) The weight of the drug and the

number of units in the immediate con-
tainer;

C3) The statement "Expiration date
-.. .", the blank being filled

in with the date which is 12 months af-
ter the month during which the batch
was certlfied: Provided, however, That
such expiration date may be omitted
form the immediate container if such
immediate container is packaged In an
individual wrapper or container;

(4) The statement "For manufactur-
ing use only,"

(5) The statement "Caution: Federal
law prohibits dispensing without pro-
scription."

Cd) Requests 1or certijlcaton, check
tests and assays; samples. (1) In addi-
tion to complying with the requirements
of § 146.2 of this chapter, a person who
requests certification of a batch of ephed-
rme penicillin shall submit with his re-
quest a statement showing the batch
mark, the number of packages of each
size in the batch, the weight of the drug
and the number of units in each package,
and (unless it was previously submitted)
the date on which the latest assay of the
drug comprising the batch was com-
pleted. Such request shall be accom-
panied or followed by the results of tests
and assays made by him on the batch for
potency, sterility, toxicity, pyrogens,
moisture, pH, crystallinity, penicillin X
content (unless it is ephedrine penicillin
G), and the penicillih G content if it is
ephedrmne penicillin G.

(2) Such person shall submit with his
request an accurately representative
sample of the batch, consisting of the
following:

(I) For all tests except sterility; 10
packages. 0

(i) For sterility testing; 10 packages.
Each such package shall contain ap-
proximately 300 milligrams taken from
a, different part of such bath, and each
shall be packaged in accordance with
the requirements of paragraph (b) of
this section.

(3) In connection with the contem-
plated requests for certification of
batches of another drug in the manufac-
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ture of which ephedrine penicillin Is to
be used, the manufacturer of a batch
which is to be so used may request the
Commissioner to make check tests and
assays on a sample of such batch taken
as prescribed by subparagraph (2) of
this paragraph. Prom the information
required by subparagraph (1) of this
paragraph may be omitted results of
tests and assays not required for the
batch when used in such other drug.
The Commigioner shall report to each
manufacturer results of such check tests
and assays as are so requested.

(e) Fees. The fee for the services
rendered with respect to each batch
under the regulations in this part shall
be:

(1) $4.00 for each immediate container
in the samples submitted in accordance
with paragraph d) (2) (1) and (3) of
this section; and

(2) If the Commissioner considers
that investigations other than the ex-
amination of such immediate containers
are necessary to determine whether or
not such batch complies with the re-
quirements of § 146.3 of this chapter for
the issuance of a certificate, the cost of
such investigations.
The fee prescribed under subpara-
graph (1) of this paragraph shall ac-
company the request for certification
unless such feejs covered by an advance
deposit maintained in accordance with
§ 146.8 (d) of this chapter.

§ 146a.49 Ephedrzne penicillin tab-
lets-(a) Standards of identity strength,
quality, and purity. Ephedrine penicil-
lin tablets are tablets composed of ephed-
nne penicillin and one or more buffer
substances, with or without one or more
suitable and harmless diluents, binders,
and lubricants. The potency of each
tablet is not less than 30,000 units. Its
moisture content is not more than 1.5
percent. When a tablet is dissolved as
directed the potency of such solution is
not less than 4,000 units per milliliter
after it-has been kept for one day at a
temperature of 15° C. (590 F) Such so-
lution is isotome, and has a pH of 6.0,
J±0.2. The ephedrine penicillin used
conforms to the requirements of § 146a.48
(a) for ephedrine penicillin except sub-
paragraphs (2) and (4) of § 146a.48 (a)
Each buffer substance and preservative
used;if their names are recognized m the
U. S. P. or N. F., conform to the standards
prescribed therefor by such official
compendium.

(b) Packaging. Unless each tablet Is
enclosed in foil or plastic film and such
enclosure is a tight container as defined
by the U. S. P., except the provision that
it shall be capable of tight reclosure, the
immediate container shall be a tight con-
tamer as so defined. The immediate
container may also contain a desiccant
separated from the tablets by a plug of
cotton or other like material. The com-
position of the immediate container, or
of the foil or film enclosure, shall be such
as will not cause any change In the
strength, quality, or purity of the con-
tents beyond any limit therefor in ap-
plicable standards, except that minor
changes so caused which are normal and
unavoidable in good packaging, storage,

and distribution practice shall be dizre-
garded.

(c) Labeling. Each package of tablets
ephedrine penicillin shall bear, on Its
label or labeling as hereinafter Indicated,
the following:

(1) On thaoutside wrapper or contain-
er and the immediate container:

(1) The batch mark;
(1i) The number of units In each tablet

of the batch;
(iII) The statement 'Epiration date

the blank being filled in with
the date which is 24 months after the
month during which the batch was
certified: Provided, howerer That such
expiration date may be omitted from the
immediate container if such immediate
container is packaged in an individual
wrapper or container;

(v) A statement giving the method
of dissolving the tablets, and a statement
that distilled water U. S. P. should be
used;

(v) The potency per milliliter after the
tablet has been dissolved therein;

(v) The statement "Warning-Not for
inlection or oral use"; and

(vii) The conditions under which the
solution should be stored including a ref-
erence to Its instability when stored un-
der other conditions, and a statement
"Prepare a fresh solution each 24 hours"

(2) On the outside wrapper or con-
tainer:

(I) The statement "Caution: Federal
law prohibits dispensing without pre-
scription," unless it is packaged for dis-
pensing and it is intended solely for
veterinary use and Is conspicuously so
labeled.

(i) If it is packaged for dirpensing
and It is intended for use by man, a ref-
erence specifically identifying a readily
available medical publication containing
information (including contraindicatons
and possible sensitization) adequate for
the use of such drug by practitioners
licensed by law to administer It; or a
reference to a brochure or other printed
matter containing such information, and
a statement that such brochure or other
printed matter will be sent on request:
Provided, however, That this reference
may be omitted if the information I.
contained in a circular or other labeling
within or attached to the package.

(3) On the circular or other labeling
within or attached to the package, if It
is packaged for dispensing and It is in-
tended solely for veterinary uswe and Is
conspicuously so labeled, adequate direc-
tions and warnings for the veterinary use
of such drug by the laity. Such circular
or other labeling may also bear a state-
ment that a brochure or other printed
matter containing information for other
veterinary uses of such drug by a veteri-
narian licensed by law to administer it
will be sent to such veterinarian on
request.

(d) Request for certification; -amples.
(1) In addition to complying to the re-
iquirements of § 146.2 of this chapter, a
person who requests certification of a
batch of ephedrine penicillin tablet-
shall submit with his request a statement
showing the batch mark, the number of
packages of each size in such batch, the
batch mark and (unless it was previously
submitted) the date on which the latest

anzay of the ephedrine penicillin used in
making such batch was completed, the
number of units in each tablet, the quan-
tity of each ingredient used in making
the batch, the date on which the Latest
a=ay of the drug comprising the batch
was completed, and a statement that
each ingredient used in making the batch
conforms to the requirements prescribed
therefor, If any, by this section.

(2) E:cept as otherwse provided in
subparagraph (4) of this paragraph, such
person shall submit In connection with
his request results of the tests and as-
says listed after each of the following,
made by him on an accurately represent-
atlve sample of:

(I) The batch; average potency per
tablet and average moisture.

(i) The ephedrine penicillin uzed in
making the batch; potency, toxicity,
moisture, pH, penicillin K content (un-
lezs It is ephedrine penicillin G) crystal-
linity, and the penicillin G content If It Is
ephedrine penicillin G.

(3) Except as otherwise provided by
subparagraph (4) of this paragraph, such
person shall submit in connection with
his request, In the quantities hereinafter
Indicated, accurately representative
samples of the following:
(1) The batch; one tablet for each

5,000 tablets In the batch, but in no case
less than 20 tablets or more than 100
tablets, collected by taking single tablets
at such interva's throughout the entire
time of tableting that the quantities tab-
leted during the intervals are approxi-
mately equal.

(iI) The ephedrine penicillin used in
making the batch; six packages, each
containing approximately equal portions
of not less than 300 milligrams, packaged
In accordance with the requirements of
§ 146a.48 b)

(Ill) In case of an Initial request for
certification, each buffer substance, dilu-
ent, binder, and lubricant usedin making
the batch; one package of each, each
containing approximately 5 grams.

(4) No result referred to In subpara-
graph (2) (11) of thls paragraph, and
no sample referred to in subparagraph
(3) (H1) of this paragraph, Is required if
such result or sample has been previously
submitted.
(e) Fees. The fee for services ren-

dered with respect to each batch of
ephedrine penicillin tablets under the
regulations In this part shall be:

(1) $1.00 for each tablet in the sample
submitted In accordance with paragraph

d) (3) (1) of this section, $4.00 for each
packa"ge in the sramples submitted in ac-
cordance with paragraph d) (3) (ii)
and (ill) of this section; and

(2) If the Commissioner considers
that investigations, other than examina-
tion of such tablets and packages, are
necessary to determine whether or not
such batch complies with the require-
ments of § 146.3 of this chapter for the
issuance of a certificate, the cost of such
investigations. The fee prescribed by
subparagraph (1) of this paragraphshall
accompany the request for certification
unless such fee is covered by an advance
deposit maintained in accordance with
§ 140.8 d) of this chapter.

§ 146a.50 Procaine pe nczlin and buf-
fered crystalline pen cillin for acmous
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injection. Procaine penicillin and buf-
fered crystalline penicillin for aqueous in-
jection conforms to all requirements pre-
scribed by § 146a.47 for the dry mixture
of procaine penicillin for aqueous injec-
tion, and is subject to all procedures pre-
scribed by § 146a.47 for the dry mixture
of procaine penicillin for aqueous injec-
tion, except that:

(a) Each immediate container shall
contain not less than 50,000 units of buf-
fered crystalline penicillin for each
300,000 units of procaine penicillin.
The buffered crystalline penicillin con-
forms to the requirements prescribed by
§ 146a.37.

(b) If It Is packaged as a single dose
and its immediate container has two
compartments separated by a tight rub-
ber seal, one compartment shall contain
an aqueous suspension of procaine peni-
cillin which conforms to all requirements
and procedures prescribed by 5 146a.47
and one compartment shall contain the
dry buffered crystalline penicillin.
(c) In lieu of the directions prescribed

for procaine penicillin for aqueous injec-
tion by § 146a.47 (c) (1) (ii), each pack-
age shall bear on the outside wrapper or
container and the immediate container
the number of units of procaine penicillin
and the number of units of buffered
crystalline penicillin in the immediate
container* the circular or other labeling
within or attached to the package, if it
is packaged for dispensing, shall bear, in
lieu of the statement prescribed by
§ 146a.47 (c) (2) the statement "Sterile
suspension may be kept in refrigerator
for ------ week(s) without significant
loss of potency," the blank being filled
in with the figure "1," or if the person
who requests certification has submitted
to the Commissioner results of tests and
assays showing that such drug as pre-
pared by him does not lose significant
potency after having been stored in a
refrigerator for 4 weeks, the blank may
be filled in with the figure "4," unless it
is packaged to conform with paragraph
(b) of this section.

(d) In addition to complying with the
requirements of § 146a.47 (d) , person
who requests certification of a batch of
procaine penicillin and buffered crystal-
line penicillin for aqueous injection shall
submit with his request a statement
showing the batch mark and (unless it
was previously submitted) the results
and the date of the latest tests and assays
of the buffered crystalline penicillin used
In making the batch for potency, crystal-
linity, heat stability, penicillin K content
(unless it Is buffered crystalline penicillin
G) and the penicillin G content if it is
buffered crystalline penicillin G, the
number of units of procaine penicillin
and the number of units of buffered
crystalline penicillin In each immediate
container of the batch. He shall also sub-
mit In connection with his request a
sample consisting of three packages con-
taining approximately equal portions of
not less than 250 milligrams each of the
buffered crystalline penicillin used In
making the batch. If such batch is
packaged for repacking, each portion in
the sample required by § 146a.47 (d) (4)
shall consist of approximately 400 mil-
ligrams in lieu of 300 milligrams.

(e) The fee for the services rendered
with respect to each immediate con-
tainer in the sample of buffered crystal-
line penicillin submitted In accordance
with the requirements prescribed there-
for by this section shall be $4.00.

§ 146a.51 Buffered pencillin powder,
penicillin powder with buffered aqueous
diluent-(a) Standards o1 Wdentity,
strength, quality, and purity. Buffered
penicillin powder is a mixture of crys-
talline penicillin or procaine penicillin
and suitable buffer substances, with or
without probenecid, sodium salicylate
and a suitable antihistammic agent, with
or without one or more suitable sulfon-
amides, and with or without the. addi-
tion of one or more suitable and harm-
less diluents, colorings, and flavorings.
Penicillin powder with buffered aqueous
diluent is a packaged combination of one
immediate container of crystalline peni-
cillin or procame penicillin, with or with-
out suitable and harmless diluents, and,
one immediate container of an aqueous
diluent containing suitable buffer sub-
stances and suitable and harmless pre-
servatives, colorings, and flavorings. Its
moisture content is not more than 1.0
percent, except if it contains procaine
penicillin its moisture content, is not
more than 2.0 percent. The crystalline
penicillin used conforms to the require-
ments of § 146a.24 (a) for crystalline
penicillin, except subparagraphs (2) and
(4) of that paragraph. The procaine
penicillin used conforms to the require-
ments of § 146a.44 (a), except subpara-
graphs (2) and (3) of that paragraph.
Each other substance used, if its name
is recognized in the U. S. P or N. F.,
conforms to the stanCards prescribed
therefor by such official compendium.

(b) Packagng. In all cases the im-
mediate container of buffered penicillin
powder shall be a tight container as de-
fined by the U. S. P. The composition
of the immediate container shall be such
as will not cause any change in the
strength, quality, or purity of the con-
tents beyond any limits therefor in ap-
plicable standards, except that minor
changes so caused which are normal and
unavoidable in good packaging, storage,
and distribution practice shall be disre-
garded. Each immediate container
may be packaged in combination with
a container of a suitable and harmless
aqueous vehicle, with or without pro-
benecid, and with or without one or
more suitable sulfonamides.

(c) Labeling. Each package of buf-
fered -'penicillin powder or penicillin
powder shall bear on its label or label-
ing, as hereinafter indicated, the follow-
ing:

(1) On the outside wrapper or con-
tainer and the immediate container-

(I) The batch mark,
(ii) The number of units In the imme-

diate container;
(il) If the batch contains, in addition

to penicillin, one or more of the other
active ingredients specified in paragraph
(a) of this section, the-name and quan-
tity of each such other ingredient In
the immediate container;

(iv) If it is a packaged combination
of one immediate container of buffered
penicillin powder or penicillin powder

and one Immediate container of a ve-
hicle, a statement giving the method of
dissolving the penicillin;

Cv) The name of each buffer sub-
stance used in making the batch;

(vi) The statement "Expiration date
----,- -the blank being filled In with

the date which is 24 months after the
month during which the batch was cer-
tified, except that the blank may be
filled In with the date which Is 30 months
after the month during which the batch
was certified If it is crystalline penicillin
with no other ingredients, or if the per-
son who requests certification has sub-
mitted to the Commissioner results of
tests and assays showing that after hav-
ing been stored for such period of time
such drug as prepared by him complies
with the standards prescribed by para-
graph (a) of this section: Provided,
however That such expiration date may
be omitted from the Immediate con-
tainer if such immediate contairer Is
packaged in an individual wrapper or
container;

(vii) The statement "Warning-Not
for injection."

(2) On the outside wrapper or con-
tainer:

(i) The statement "Caution: Federal
law prohibits dispensing without pro-
scription," unless It is packaged for dis-
pensing and It is intended solely for
veterinary use and Is conspicuously so
labeled.

(i) If It is packaged for dispensing
and it Is intended for use by man, a ref-
erence specifically Identifying a readily
available medical publication containing
information (including contraindlcatlons
and possible sensitization) adequate for
the use of such drug by practitioners
licensed by law to administer It; or a ref-
erence to a brochure or other printed
matter containing such information, and
a statement that such brochure or other
printed matter will be sent on request:
Provzded, however That this reference
may be omitted If the Information Is con-
tained in a circular or other labeling
within or attached to the package.

(3) On the label and labeling If it
contains, in addition to penicillin, one or
more of the other active Ingredients
specified In paragraph (a) of this sec-
tion, after the name "buffered penicil-
lin powder," wherever It appears, the
words "with ------ (the blank being
filled in with the common or usual name
of each such other Ingredient)," In
juxtaposition with such name,

(4) On the circular or other labeling
within or attached to the package, if it
is packaged for dispensing and It Is in-
tended solely for veterinary use and Is
conspicuously so labeled, adequate di-
rections and warnings for the veter-
mary use of such drug by the laity,
Such circular or other labeling may also
bear a statement that a brochure or
other printed matter containing Infor-
mation for other veterinary uses of such
drug by a veterinarian licensed by law
to administer It will be sent to such
veterinarian on request.

(d) Request for certification; samples.
(1) In addition to complying with the
requirements of § 146.2 of this chapter, a
person who requests certification of a
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batch of buffered penicillin powder shall
submit with his request a statement
showing the batch mark, the number of
packages of each size in such batch, the
batch mark and (unless it was previously
submitted) the date on which the latest
assay of the penicillin used in making
such batch was completed, the number of
units m each imnediate container, the
quantity of each ingredient used in mak-
ing the batch, the date on which the
latest assay of the drug comprising such
batch was completed, and a statement
that each ingredient used in makmg the
batcl conforms to the requirements pre-
scribed therefor, if any, by this section.

(2) Except as otherwise provided in
subparagraph (4) of this paragraph, such
person shall submit in connection with
his request results of the tests and assays
listed after each of the following, made
by him on an accurately representative
sample of:

(i) The batch; if buffered penicillin
powder or penicillin powder with dilu-
ents: potency and moisture; if penicillin
powder with no other ingredients:
potency toxicity, moisture, pH, penicillin
K content (unless it is crystalline peni-
cillin G) crystallinity, heat stability if
it is crystalline sodium or potassium
penicillin, the penicillin G content if it
is crystalline sodium or potassium peni-
cillin G, and the procaine pemcillin G
content if it is procaine penicillin G.

(ii) If buffered penicillin powder or
penicillin powder with diluents, the peni-
cillin used in making the batch; potency,
toxicity, moisture, pH, penicillin K con-
tent (unless it is crystalline penicillin
G) crystallinity, heat stability if it is
crystalline sodium or potassium penicil-
lin, the penicillin G content if it is crys-
talline sodium or potassium penicillin
G, and the procaine penicillin G content
if it is procaine penicillin G.

(3) Except as otherwise provided by
subparagraph (4) of this paragraph,
such person shall submit in connection
with his request, in the quantities here-
inafter indicated, accurately represent
ative samples of the following:

(i) The batch:
(a) If it contains only penicillin and

the penicillin used has been previously
submitted, or it- contains penicillin and
other ingredients; one immediate con-
tamer for each 5,000 immediate con-
tamers in the batch, but in no ease less
than 5 immediate containers or more
than 12 immediate containers.

(b) If it contains only penicillin and
the penicillin has not been previously
submitted; one immediate container for
each 5,000 immediate containers in the
batch, but in no case less than 10 imme-
diate containers or more than 17 imme-
diate containers.
Such sample shall be collected by taking
single immediate containers at such in-
tervals throughout the entire time of
packaging the batch that the quantities
packaged during the intervals are ap-
proximately equal.

(ii) If buffered pencillin powder or
penicillin powder with diluents, the
penicillin used in making the batch; lr
packages, each containing approximately
equal portions of not less than 60 milli-
grams if it is not procaine penicillin, and
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not less than 500 milligrams if It I- pro-
caine penicillin, paclaged In accordanco
with the requirements of § 14a.2 (b
or § 146a.44 (b)

(iII) In case of an initial request for
certification, each other ingredient ued
in making the batch; one package of
each containing approximately 5 grams.

(v) In case of an Initial request for
the certification of a batch of buffered
penicillin powder which is to be pack-
aged in combination with an aqueous
vehicle, or when any change Is made in
the composition of such aqueous vehicle;
5 packages of the vehicle Included In the
combination.

(4) No result referred to In subpara-
graph (2) (l) of this paragraph, and no
sample referred to in subparagraph (3)
(11) of this paragraph, is required if such
result or sample has been prevlouzly sub-
mitted.

(e) Fees. The fee for the services
rendered with respect to each batch of
buffered penicillin powder under the
regulations In this part shall be:

(1) $4.00 for each Immediate con-
tamer in the samples submitted in ac-
cordance with paragraph (d) (3) (1),
(ii) (Il), and (iv) of this section.

(2) If the Commissloner considers
that investigations, other than examina-
tion of such immediate containers, are
necessary to determine whether or not
such batch complies with the require-
ments of § 146.3 of this chapter for the
issuance of a certificate, the cost of such
investigations.
The fee prescribed by subparagraph Q-)
of this paragraph shall accompany the
request for certification unles such fee
is covered by an advance deposit main-
tamed in accordance with § 140.8 (d) of
this chapter.

f) Exemption of buffrecd enicillicn
powder and penfcillin powder with buf-
fered aqueous diluent for reterlnary se
from certification. Buffered penicillin
powder and penicillin powder with buf-
fered aqueous diluent that conform to
the requirements of paragrapl (a)
(except that they may contain one or
more essential vitamin and mineral sub-
stances for nutritive purpo-es), (b), and
(c) of this section shall be exempt from
the requirements of sections 502 (1) and
507 of the act, if they comply with all
the following conditions:

(1) They are Intended solely for vet-
erinary use and are conspicuously to
labeled.

(2) If they contain added vitamins or
minerals, the labels bear the name and
quantity of each such substance and -,
statement that such substances are pres-
ent only for furnishing additional vita-
mins and minerals while animals are
eating less feed.

(3) The labels bear an expiration date
that is not more than 36 months after
the month during which the batch was
last assayed and released by the manu-
facturer.

(4) The labels bear a statement that
solutions prepared with the drugs are
stable for not more than 24 hours.

(5) The circular or other labellng
within or attached to the paclage bears
information that only the antibiotics
are intended for the prevention or treat-
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mc-nt of the following conditions, nd
further, bears directions and wamrnings
adequate for such use:

(1) Chronic respiratory disease (air-
rac infection) in chickens.

(H) Blue comb (mud fever, nonspeci-
fic infectious enteritis) in poultry.

(iM) Infectious sinusitis in poultry.
§14Ga.52 Procaine penzcillin and crys-

tallne penfcilin in ofl. (a) Procaine
penicillin and crystalline penicillin in oil
conforms to all requirements prescribed
by § 1403.45 for procaine penicillin in oil,
and Is subject to all procedures pre-
scribed by § 14aA5 for procaine penicil-
lin in oil, except that:

(1) It contains not less than 50,003
units of crystalline penicillin for each
300,000 units of procaine penicillin, ex-
cept If It Is packaged and labeled solely
for veterinary use, it contains not less
than 3,000 units of crystalline penicillin
for each 10,000 units of procaine penicil-
lin. The crystalline penicillin used con-
forms to the requirements prescribed
therefor by § 146a.24 (a) except if the
batch of procaine penicillin and crystal-
line penicillin In oil is intended solely
for udder instillations of cattle, the
crystalline penicillin used Is exempt
from the requirements of subparagraphs
(2) and (4) of that paragraph.

(2) In lieu of the directions prescribed
for procaine penicillin In oil by § 146a.45

c) (I) (1), each package shall bear on
the outside wrapper or container and the
Immediate container the number of units
of procaine penicillin and the number of
units of crystalline peniciin in each
millliter of the batch.

(3) In addition to complying with
the requirements of § 146a.45 d) a per-
son who requests certification of a batch
of procaine penicillin and crystalline
penicillin in oil shall submit with his
request a statement showing the batch
mark and (unless It was previously sub-
m1tted) the results and the date of the
latest tests and assays of the crystalline
penicillin G used In making the batch
for potency, toxicity, moisture, pl pen-
icillin K content (unless It is crystalline
penicillin G) crystallinlty, heat stabil-
ity. the penicillin G content if it is crys-
talline penicllfn G, and, unless the batch
of procaine Penicillin and crystalline
penicillin in oil is intended solely for ud-
der instillations of cattle, sterility and
pyrogens; the number of units of pro-
caine penicillin and the number of units
of crystalline penicillin in each milliliter
of the batch. In addition to the 10
immediate containers required by
§ 146a.45 d) (3) (1) (b) he shall also
submit in connection with his request a
sample consis-tng of not less than 4
paclages, unlezs It is intended solely for
udder instillations of cattle in which cr
such sample shall consist of not less than
6 pac-n ges, of the batch of pr-caine pen-
icillin and crystalline penicillin in oil and
a s.mple of the crystallina penicillin used
In making the batch, consisting of 10
packages, each colatinlng approximately
equal portions of not Iess than 60
milligrams, and 10 packages, each con-
taining approximately equal portions
of not less than 300 mni.llrams.

b) The fee for the services rendered
with respect to each 60-milligraim pe-
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age of crystalline penicillin gubmitted in
accordance with the requirements pre-
scribed therefor by this section shall be
$4.00.

§ 146a.54 Pencillin-strepomycm oznt-
ment (penicillin-streptomyctn mineral
oil suspension), penicillin-dihydrostrep-
tomycn n ointment (penicillin-dihydro-
streptomyczn mineral oil suspension.)
(a) Penicillin-streptomycin ointment
and pemcillin-dihydrostreptmycin oint-
ment conform to all requirements.
prescribed by § 146a.26 for penicillin
ointment, except paragraph (W) (2) (1)
of that section, and are subject to all
procedures prescribed by § 146a.2S for
penicillin ointment, except that:

(1) It contains not less than 2,000 units
of penicillin per gram.

(2) It contains not less than 10 milli-
grams of streptomycin or dihydrostrep-
tomycin per gram, unless it is intended
solely for veterinary use and is conspic-
uously so--labeled. The streptomycm
used conforms to the standards pre-
scribed by § 146b.101 Ca) of this chapter,
except subparagraphs (2) (4) and (5)
of that paragraph. The dihydrostrepto-
mycin used conforms to the standards
prescribed by § 146b.103 of this chapter,
except the standards for sterility, pyro-
gens, and histamine.

(3) If it is intended solely for veter-
inary use and is conspicuously so labeled,
it may -contain a suitable and harmless
salt of cobalt, one or more sulfonamides,
and one or more suitable and harmless
preservatives; and if it is packaged and
labeled solely for udder instillations of
cattle it may contain papain.

(b) In lieu of the directions prescribed
for penicillin ointment by § 146a.26 (c)
(1) (ii) each package shall bear on the
outside wrapper or container and the
immediate container the number of units
of penicillin per gram and the number
of milligrams of streptomycin or dihy-
drostreptomycm per gram, and if it
contains cobalt, preservatives, sulfona-
mides, or papain, the quantity of each.

(c) In addition to complying with the
requirements of § 146a.26 Cd) a person
who requests certification of a batch
shall submit with his request a statement
showing the batch mark and (unless it
was previously submitted) the results
and date of the latest tests and assays of
the streptomycm or dihydrostreptomycin
used in making the batch for potency,
toxicity, moisture, pH, streptomycin con-
tent if it is dihydrostreptomycin, and
crystallinity if it is cryttalline dihydro-
streptomycin sulfate. He shall also sub-
mit in connection with his request a
sample consisting of not less than six
packages of such ointment and (unless it
was previously submitted) a sample con-
sisting of five packages containing ap-
proximately equal portions of nt less
than 0.5 gm. each of the streptomycin or
dihydrostreptomycin used in making the
batch, Packaged in accordance with the
requirements of § 146b.101 (b) of this
chapter.

d) The fee for the services rendered
with respect to each immediate con-
tainer in the sample of streptomycin or
dihydrostreptomycin submitted in ac-
cordance with the requirements pre-
scribed therefor by this section shall be
$4.00.

§ 146a.55 Penzeillin-streptomyeinbou-
gies; penicillin - dihydrostreptomyczn
bougzes. (a). Pemcillin-streptomycin
bougies and pemiillin-dihydrostrepto-
mycin bougies conform to all require-
ments prescribed by § 146a.40 for penicil-
lin bougies, except paragraph (c) (1)
(iv) of that section, and are subject to all
procedures prescribed by § 146a.40 for
penicillin bougies, except that:

(1) Each bougle contains not less than
25 milligrams of streptomycin or dhy-
drostreptomycin.

(2) In lieu of the directions prescribed
for penicillin bougies by § 146a.40 (c) (1)
(ii) each package shall bear on the out-
side wrapper or container and the im-
mediate container the number of units
of penicillin and the number of milli-
grams of streptomycin or dihydrostrep-
tomycin in each bougie.

(3) In addition to complying with the
requirements of § 146a.40 (d), a person
who requests certification of a batch of
pemcillin-streptomycm bougles or peni-
cifiin-dihydrostreptomycin bougies shall
submit with his request a statement
showing the batch mark and (unless it
was previously submitted) the results
and the date of the latest tests and as-
says of the streptomycin or dihydro-
streptomycin used in making the batch
for potency, toxicity, moisture, pH, and
its streptomycin content if it Is dihydro-
streptomycin; the number of units of
penicillin and the number of milligrams
of streptomycin or dihydrostreptomycin
in each bougie of the batch. He shall
also submit in connection with his re-
quest a sample consisting of not less than
thirty bougies and* (unless It was previ-
ously submitted) a sample consisting of
five packages containing approximately
equal portions of not less than 0.5 gram
each of the streptomycin or dihydro-
streptomycin used in making the batch,
packaged in accordance with the require-
ments of § 146b.101 (b) of this chapter.

(b) The fee for the services rendered
with respect to each immediate container
in the sample of streptomycin or di-
hydrostreptomycin submitted in accord-
ance with the requirements prescribed by
this section -shall be $4.00.

§ 146a.56 Penicillin-bacitracin oint-
ment. (a) Penicillin-bacitracin oint-
ment conforms to all requirements pre-
scribed by § 146a.26 for penicillin oint-
ment and is subject to all procedures pre-
scribed by § 146a.26 for penicillin oint-
ment, except that:

(1) It contains not less than 2,000 units
of penicillin per gram;

(2) It contains not less than 500 units
of bacitracin per gram;

(3) In lieu of the directions prescribed
for penicillin ointment by § 146a.26 (c)
(1) (ii) each package shall bear on the
outside wrapper or container and the re-
mediate container the number of units
of penicillin per gram and the number
bf units of bacitracm per gram;

(4) In addition to complying with the
requirements of § 146a.26 d) a person
who requests certification of a batch of
penicillin-bacitracin ointment shall sub-
mit with his request a statement showing
the batch mark and (unfess it was previ-
ously submitted) the results and date
of the latest tests and assays of the bac-
tracin used in making the batch for po-

tency, toxicity, moisture, and pH. He
shall also submit in connection with his
request a sample consisting of not less
than six packages of penicllin-bacltracin
ointment and (unless it was previously
submitted) a sample consisting of six
packages containing approximately equal
portions of not less than 0.5 gram each
of the bacitracin used in making the
batch, packaged In accordance with the
requirements of § 146e.401 (b) of this
chapter.

(b) The fee for the services rendered
with respect to each immediate container
In the sample of bacitracin submitted in
accordance with the requirements pro-
scribed therefor by this section shall be
$4.00.

§ 146a.57 Procaine penicillin and
streptomycin %n oil; procaine penicillin
and dihydrostreptomyctn in oil. (a)
Procaine penicillin and streptomycin in
oil and procaine penicillin and dihydro-
streptomycin in oil conform to all re-
quirements and to all procedures pre-
scribed in § 146a.45 for procaine penicil-
lin in oil for udder instillations of cattle
or subcutaneous injection in fowl, ex-
cept that:

(1) It contains not less than 2.0 milli-
grams of streptomycin or dihydrostrep-
tomycin per milliliter. The streptomycin
used conforms to the standards pre-
scribed by § 146b.101 (a) of this chapter,
except subparagraphs (2), (4), and (5)
of that paragraph. The dihydrostrepto-
mycm used conforms to the standards
prescribed by § 146b.103 of this chapter,
except the standards for sterility, pyro-
gens, and histamine.

(2) It may contain a suitable and
harmless salt of cobalt and/or one or
more suitable sulfonamides and papain,
if it is Intended solely for udder Instil-
lations of cattle, each of which, if Its
name is recognized In the U. S. P
or N. F., conforms to the standards
prescribed therefor by such official
compendium.

(3) In lieu of the labeling prescribed
for procaine penicillin in oil by § 140a.45
(c) (1) (ii) and (iv), each package
shall bear on the outside wrapper or
container and the immediate container
the number of units of penicillin and
the number of milligrams of strepto-
mycm or dihydrostreptomycin per milli-
liter or prescribed dose; if it contains
one or more of the active Ingredients
specified in subparagraph (2) of this
paragraph, the name and quantity of
each; the statement "For udder instilia-
tions of cattle only" or the statement
"For subcutaneous injection in fowl
only"; and if it is a multiple-dose con-
tamer, the statement "Shake well,"
Each package shall also bear on Its label
and labeling, if It contains one or more
of the other active Ingredients specified
in subparagraph (2) of this paragraph,
after the name "Procaine penicillin and
streptomycin in oil" or "Procaine pent-
cillin, and dihydrostreptomycin in oil,"
wherever it appears, the words "with

-(the blank being filled In
with the common or usual name of each
such other ingredient)," In Juxtaposition
with such name.

(4) In addition to complying with the
requirements of § 146a.45 (d), a person
who requests certification of a batch of
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procame penicillin and streptomycm in
oil or procaine penicillin and dihydro-
streptomycin in oil shall submit with his
request a statement showing the batch
mark and (unless it was previously sub-
mitted) the results and the date of the
latest tests and assays of the strepto-
mycm or dihydrostreptomycm used in
making the batch for potency, toxicity,
moisture, pH, streptomycin content if it
is dihydrostreptomycm, and crystallinity
if it is crystalline dihydrostreptomycn;
the number of units of penicillin and the
number of milligrams of streptomycin or
dihydrostreptomycin in each milliliter of
the batch or in each prescribed dose.
He shall also submit in connection with
his request a sample consisting of not
less than six immediate containers of
the batch and (unless it was previous-
ly submitted) a sample consisting of five
packages containing approximately
equal portions of not less than 0.5 gram
each of the streptomycm or dihydro-
streptomycm used in making the batch,
packaged in accordance with the re-
quirements of § 146b.101 (b) of this
chapter.

(b) The fee for the services rendered
with respect to each immediate con-
tamer in the sample of streptomycin or
dihydrostreptomycm submitted in ac-
cordance with the requirements pre-
scribed by this section shall be $4.00.

§ 146a.58 Penicillin and streptomycin;
penicillin and dihydrostreptomyctn-(a)
Standards of identity, strength, quality,
and purity. Pemcillin and streptomycin
is procame penicillin or crystalline so-
dium penicillin or potassium penicillin
or l-ephenamine penicillin G or a mix-
ture of procame penicillin and crystalline
sodium penicillin or potassium penicil-
li and streptomycia sulfate. Pemcilin
and dihydrostreptomycin is procame
penicillin or crystalline sodium pemcillin
or potassium penicillin or I-ephenamme
penicillin G or a mixture of procame
penicillin and crystalline sodium pencil-
]in or potassium penicillin and dihydro-
streptomycm sulfate. Each such drug
may contain suitable and harmless buffer
substances, and suspending or disperzing
agents. It is so purified and dried that:

(1) It is sterile;
(2) Itis nontoxic;
(3) It is nonpyrogemc;
(4) 'Its moisture content is not more

than 3.5 percent, except if it contains
procame pemcillin its moisture content
is not more than 4.2 percent; and

(5) When prepared for injection as
directed in its labeling its pH is not less
than 5.0 and not more than 7.5.
The procame penicillin used conforms
to the requirements prescribed by
§ 146a.44 (a) The crystalline penicillin
used conforms to the requirements pre-
scribed for crystalline penicillin by
§ 146a.24 (a) The I-ephenamine peni-
cillin G used conforms to the require-
ments prescribed for I-ephenamine peni-
cillin G by § 146a.64 (a) The strepto-
mycm sulfate used conforms to the re-
quirements. prescribed by § 146b.101 (a)
of this chapter. The dihydrostreptomy-
cm sulfate used conforms to the require-
ments prescribed by § 146b.106 (a) of
this chapter. Each other substance used,
if its nameis recognized m the U. S. P or
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N. F., conforms to the standards pre-
scribed therefor by such offcil com-
pendium.

(b) Pac7agtng. In all cases, the im-
mediate containers shall be tight con-
tainers as defined by the U. S. P., shall
be sterile at the time of filling and clos-
ing, shall be so sealed that the contents
cannot be used without destroying such
seal, and shall be of such composition
as will not cause any change in the
strength, quality, or purity of the con-
tents beyond any limit therefor in ap-
plicable standards, except that minor
changes so caused which are normal and
unavoidable in good packaging, storage,
and distribution practice shall be disre-
garded. In case It Is packaged for dis-
pensing, it shall be In immediate con-
tamers of colorless (unless It s in-
tended solely for veterinary use) trans-
parent glass, closed by a substance
through which a hypodermic needle may
be introduced and withdrawn without
removing the closure or destroying its
effectiveness. Unless It is intended solely
for veterinary use and is conspicuously
so labeled, each such container shall
contain 300,000 units, 600,000 units,
900,000 units, 1,500,000 units or 3,000,000
units of procaine penicillin or crystal-
line sodium penicillin or potasAum
penicillin or l-ephenamine penicillin G
and not less than 0.5 gram of strep-
tomycin or dlhydrostreptomycln for
each 300,000 units of penicillin, ex-
cept if It is a mixture of two salts of pent-
cillin It shall contain not less than 100i-
000 units of crystalline sodium penicillin
or potassium penicillin for each sO0000
units of procaine penicillin. Each such
container may be packaged in combina-
tion with a container of a solvent, water
for injection U. S. P., dextrose injection
UE. S. P., or physiological salt solution
U. S. P.

(c) Labeling. Each package shall
bear on its label or labeling as herein-
after indicated the following:

(1) On the outside wrapper or con-
tainer and the Immediate container:

(I) The batch mark;
dli) The number of units of each salt

of penicillin in the immediate container;
(III) The number of grams of strep-

tomycin or dhydrostreptomycln in the
immediate container;

(iv) The statement "Espiration date
. /the blank being filled In with the
date which Is 48 months after the month
in which the batch was certified: Pro-
vided, iowerer, That such expiration
date may be omitted from the immediate
container if such immediate container
is packaged in an individual wrapper
or container;

(v) The statement 'Tor intramuscular
use only"; and

(vi) The statement "For manufactur-
ing use," "For repacking," or "For manu-
facturlng use or repacking," when pack-
aged for repacking or for use as an Ingre-
dient in the manutacture of another
drug, as the case may be.

(2) On the outside wrapper or con-
tainer the statement "Caution: Federal
law prohibits dispensing without pre-
scription," unless It is packaged for dIs-
pensing and It is intended rolely for
veterinary use and is conspicuously so
labeled.
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(3) On the circular or other labeling
within or attached to the packa-ge, If It
Is packmged-for dispensinz:

(U) If It Is Intended for use by man,
adequate directions and warnings for its
use by practitioners licensed by law to
administer such drug.

(HI) Ift Is intended solely for veteri-
nary uze and s conspicuously so labeled,
adequate directions and warnings for the
veterinary use of such drug by the laity.
Such circular or other labeling may also
bear a statement that a brochure or
other printed matter containing infor-
mation for other veterinary uses of such
drug by a veterinarian licensed by law to
administer It will be sent to such veteri-
narian on request.

d) Request for certification; samples.
(1) In addition to complying with the
requirements of § 146.2 of this chapter,
a person who requests certification of a
batch of penicillin and streptomycin or
penicillin and dihydrostreptomycm shall
submit with his request a statement
showing the batch mark, the number
of packages of each size in such batch,
the numbar of units of each salt of pam-
cllin, and the number of grams of strep-
tomycn or dihydrostreptomycin in each
packmge, the batch marks, and (unless
they were previously submitted) the
dates on which the latest assays of the
penicillin and streptomycin or dihydro-
streptomycin used In m-akng such batch
were completed, the date on which the
latest assay of the drug comprism such
batch ras completed, the quantity of
each ingredient used in maling the
batch and a statement that each such
ingredient conforms to the requirements
prescribed therefor by this section. If
such batch, or any part thereof, is to be
packmged with a solvent, such request
shall also be accompanied by a state-
ment that such solvent conforms to the
requirements prescribed therefor by this
section.

(2) Except as otherwise provided by
subparagraph (5) of this p raaph,
such person shall submit in connection
with his request results of the tests and
assays listed after each of the following,
made by him on an accurately repre-
sentative sample of:

(I) The batch; potency, sterility,
toxicity. pyrogens, moisture, pH.

(11) The procaine penicillin used in
making the batch; potency, crystallinity,
penicillin EK content (unless it is pro-
caine penicillin G), and the penicillin G
content if It is procaine penicillin G.

(III) The crystalline sodium or potas-
slum penicillin used In making the
batch; potency, crystallinity, heat sta-
bility, penicillin X content (unless it is
crystalline penicillin G), and the peni-
cillin G content if It is crystalline peni-
cillin G.

0v) The -ephenamIne penicilin G
used in making the batch; potency,
crystallinity, heat stability, penicillin G
content, and specifle rotation.

(v) The streptomycin or dihydro-
Ltreptomycln used in mahing the batch;
potency, histamine content, streptomy-
cin content if it is dihydrostreptomycin,
and crystallinity if It Is crystalline dihY-
drostreptomycin.

(3) Except 2s otherwise provided by
subparagraph (5) of this p3ragraph, if
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such batch is packaged for dispensing,
such person shall submit in connection
with his request m the quantities here-
inafter Indicated accurately representa.
tive samples of the following:

(1) The batch:
(a) For all tests except sterility- one

immediate container for each 5,000 im-
mediate containers in such batch, but
in no case less "than 12 or more than 19
immediate containers.

(b) For sterility testing; 10 immediate
containers.
Such samples shall be collected by taking
single immediate containers at such
intervals throughout the entire time of
packaging the batch that the quantities
packaged during the intervals are
approximately equdl.

(ii) The procaine penicillin used in
making the batch; 3 packages contain-
ing approximately equal portions of not
less than 0.5 gram each packaged in ac-
cordance with the requirements of
§ 146a.44 (b)

(Mtl) The crystalline penicillin used in
making the batch, 3 packages contain-
ing approximately equal portions of not
less than 250 milligrams each packaged
in accordance with the requirements of
§ 146a.24 (b)

(iv) The I-ephenamine penicillin G
used in making the batch; 3 packages
containing approximately equal portions
of not less than 0.5 gram each packaged
in accordance with the requirements of
§ 146a.64 (b)

(v) The streptomycin or dihydro-
streptomycin used in making the batch;
3 packages containing approximately
equal portions of not less than 0.5 gram
each packaged in accordance with the
requirements of § 146b.101 (b) of this
chapter.

(vi) In case of an initial request for
certification, each other ingredient used
in making the batch; one package of
each containing approximately 5 grams.

(4) If such batch is packaged for re-
packing, such person shall submit with
his request a sample consisting of the
following:

(i) For all tests except sterility- 12
approximately equal portions of at least
2 grams.

(ii) For sterility testing; 10 approxi-
mately equal portions of at least 0.5
gram.
Each such portion shall be taken from a
different part of such batch, and each
shall be packaged in a separate container
and in accordance with the requirements
of paragraph (b) of this section.

(5) No result referred to in subpara-
graph (2) (i) (iii) and (iv) of this
paragraph, and-no sample referred to
in subparagraph (3) (ii) (iii) and (iv)
of this paragraph, is required if such
result or sample has been previously sub-
mitted.

(e) Fees. The fee for the services
rendered with respect to each batch un-
der the regulations in this part shall be:

(1) $4.00 for each immediate con-
tainer in the samples submitted in ac-
cordance with paragraph (d) (3) (1) (a)
(ii) (Iii), (iv) Cv), (vi),and (4) (i) of
this section; and

(2) If the Commissioner considers
that investigations other than examina-
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tion of such Immediate containers are
necessary to determine whether or not
such batch complies with the require-
ments of § 146.3 of this chapter for the
issuance of a certificate, the cost of such
investigations.
The fee prescribed by subparagraph (1)
of this paragraph shall accompany the
request for certification unless such fee
Is covered by an advance deposit main-
tamed m accordance with § 146.8 (d) of
this chapter.

§ 146a.59 Penicillin t o o t h powder
(tooth powder with peniilin)-(a)
Standards of identity, strength, quality,
and purity. Penicillin tooth powder is
a mixture of crystalline penicillin and
one or more suitable cleansing and
polishing substances, with or without
suitable and harmless diluents, colorings,
and flavorings. Its potency is 500,units
per gram. Its moisture content is
not more than 2.0 percent. The crystal-
line penicillin used conforms to the re-
quirements of §-146a.24 (a) for crystal-
line penicillin, except the limitation on
penicillin K content and except sub-
paragraphs (2) and (4) of that para-
graph. Each other substance used, if
its name is recognized in the U. S. P
or N. F., conforms to the standards pre-
scribed therefor by such official com-
pendium.

(b) Packaging. In all cases the im-
mediate container shall be a tight con-
tainer as defined by the U. S. P and
shall be of such composition as will not
cause any change in the strength, qual-
ity, or purity of the contents beyond any
limit therefor in applicable standards,
except that minor changes so caused
which are normal and unavoidable in
good packaging, storage, and distribu-
tion practice shall be disregarded.
Each such container shall contain not
more than 3 ounces.

Cc) Labeling. Each package of peni-
cillin tooth powder shall bear on its
label or labeling as hereinafter indicated,
the following:
(1) On the outside wrapper or con-

tainer and the immediate container:
(i) The batch mark;
(ii) The number of units per gram of

the batch;
(iII) The statement "Expiration date

-," the blank being filled
in with the date winch is 12 months after
the month during which the batch was
certified, except that the blank may be
filled in with the date which is 18 months
after the month during which the batch
was certified if the person who requests
certification has submitted to the Com-
missioner results of tests and assays
showing that after having, been stored
for such period of time such drug as
prepared by him complies with'the stand-
ards prescribed by paragraph (a) of this
section: Provided, however That such
expiration date may be omitted from the
immediate container if such immediate
container is packaged in an individual
wrapper or container.

(2) On the outside wrapper or con-
tainer:

(i) The statement "Caution: Federal,
law prohibits dispensing- without pre-
scription."

(it) A reference specifically identifying
a readily available medical publication
containing information (including con-
traindications and possible sensitization)
adequate for the use of such drug by
practitioners licensed by law to ad-
minister it; or a reference to a brochure
or other printed matter containing such
information, and a statement that such
brochure or other printed matter will be
sent on request: Provided, however, That
this reference may be omitted if the in-
formation Is contained in a circular or
other labeling within or attached to the
package.

(d) Request for certification; samples,
(1) In addition to complying with the
requirements of § 146.2 of this chapter, a
person who requests certification of a
batch of penicillin tooth powder shall
submit with his request a statement
showing the batch mark, the number of
of packages of each size in such batch,
the batch mark and (unless it was previ-
ously submitted) the date on which the
latest assay of the penicillin used in mak-
ing such batch was completed, the
quantity of each ingredient used in mak-
ing the batch, the date on which the lat-
est assay of the drug comprising such
batch was completed, and a statement
that each ingredient used in making the
batch conforms to the requirements pre-
scribed therefor by this section,

(2) Except as otherwise provided in
subparagraph (4) of this paragraph,
such person shall submit in connection
with his request results of tests and as-
says listed after each of the following,
made by him on an accurately represent.
ative sample of:

(i) The batch; potency and moisture,
(ii) The penicillin used in making the

batch; potency, toxicity, moisture, pH,
crystallinity, heat stability, and the pen-
icllin G content if it is crystalline sodium
or potassium penicillin 0.

(3) Except as otherwise provided by
subparagraph (4) of this paragraph,
such person shall submit with his re-
guest, In the quantities hereinafter indi-
cated, accurately representative sample3
of the following:

(i) The batch; one immediate con-
tainer for each 5,000 immediate con-
tainers in the batch, but in no case les
than 5 immediate containers or more
than 12 immediate containers, collected
by taking single immediate containcrs
at such intervals throughout the entire
time of packaging the batch that the
quantities packaged during the intervals
are approximately equal.

(I1) The penicillin used in making the
batch; 10 packages, each containing ap-
proximately equal portions of not less
than 60 milligrams, packaged in accord-
ance with the requirements of § 146a.24
(b)

(ii) In case of an initial request for
certification, each other substance used
in making the batch; one package of
each containing approximately 5 grams,

(4) No result referred to In subpara-
graph (2) (i) of this paragraph, and
no sample referred to in subparagraph
(3) (i1) of this paragraph, is required if
such result or sample has been previously
submitted.

(e) Fees. The fee for the sorvicea
rendered with respect to each batch of
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penicillin tooth powder under the regu-
lations in this part shall be:

(1) $4.00 for each mmediate con-
tamer in the sample submitted in ac-
cordance with paragraph (d) "3) (1),
(ii), and (iii) of this section; and

(2) If the Commissioner considers
that investigations, other than exaim-
nation of such immediate containers,
are necessary to determine whether or
not such batch complies with the re-
quirements of § 146.3 of this chapter for
the issuance of a certificate, the cost of
such investigations.
The fee prescribed by subparagraph (1)
of this paragraph shall accompany the
request for certification unless such fee
is coyered by an advance deposit main-
tamed in accordance with § 146.8 (d)
of this chapter.

§ 146a.60 Penwziin -b a z t r a c %n
troches. (a) Penicillin -b a c i t r a c 1 n
troches conform to all the requirements
prescribed by § 146a.30 for penicillin
troches, and are subiect to all procedures
prescribed by § 146a.30 for penicillin
troches, except paragraph (f) of that
section, and except that:

(1) Each troche shall contain not less
than 50 units of bacitracm. The bac-
tracm used conforms to the standards
prescribed by § 146e.401 (a) of this chap-
ter, except subparagraphs (1), (2) and
(4) of that paragraph, but its potency
as not less than 30 units per milligram.

(2) In lieu of the labeling prescribed
for penicillin troches by § 146a.30 (c) (1)
(ii) each package shall bear on the out-
side wrapper or container and the im-
mediate container the number of units
of penicillin and the number of units
of bacitracin in each troche of the batch.

(3) In'addition to complying with the
requirements of § 146a.30 (d) a person
who requests certification of a batch
shall submit with his request a state-
ment showing the batch mark and (un-
less it was previously submitted) the re-
sults and the date of the latest tests and
assays of the bacitracin used in making
the batch for potency, toxicity, moisture,
and pH. He shall also submit in con-
nection with his request a sample con-
sisting of not less than 30 troches of such
batch and (unless it was previously sub-
mitted) a sample consisting of 6 pack-
ages, each containing approximately
equal portions of not less than 500 mii-
grams of the bacitracin used in making
the batch, packaged in accordance with
the requirements of § 146e.401 (b) of
this chapter.

(b) The fee for the services rendered
with respect to each immediate con-
tamer in the sample of bacitracin
submitted in accordance with the re-
quirements prescribed therefor by this
section shall be $4.00.

§ 146a.63 Crystalline pentillin and
bacitraczn-(a) Standards of identity,
strength, quality, and purit. Crystal-
line penicillin and bacitracin is com-
posed of crystalline sodium penicillin or
potassiun penicillin and bacitracm
with or without suitable and harmless
buffer substances and dispersing agents.
It is so purified and dried that:

(1) It is sterile;
(2) It is nontoxic;
(3) It is nonpyrogenic;
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(4) Its moisture content Is not more
than 5.0 percent;

(5) The pH of an aqueous solution
prepared as directed in its labeling I, not
less than 5.0 and not more than '.5.
The crystalline penicillin used conforms
to the standard prescribed by § 140a24
(a) The bacitracin used conforms to
the requirements prescribed by § 14GeA01
(a) of this chapter. Each other sub-
stance used, if Its name Is recognized in
the U. S. P or N. F., conforms to the
standards prescribed therefor by such
official compendium.

(b) Packaging. In all cases the im-
mediate containers shall be tight con-
tamers as defined by the U. S. P., shall
be sterile at the time of filling and clos-
Ing, shal be so sealed that the contents
cannot be used without destroying the
seal, and shal be of such composition as
will not cause any change in the strength,
quality, or purity of the contents
beyond any limit therefor In applicable
standards, except that minor changes
so caused which are normal and un-
avoidable In good packaging, storage,
and distribution practices shal be dis-
regarded. In case it is packhaged for
dispensing, It shal be in immediate con-
tainers of colorless transparent glass,
closed by a substance through which a
hypodermic needle may be introduced
and withdrawn without removing the
closure or destroying its effectiveness;
each such container shall contain
1,500,000 units of crystalline penicillin
and 60,000 units of bacltracin and each
may be packaged In combination with a
container of the solvent- water for In-
jection U. S. P., physiological salt -olu-
tion U. S. P., or with an aqueous colu-
tion of a suitable local anesthetic.

(c) Labeling. Each package shall bear
on It label or labeling as hereinafter in-
dicated, the following:

(1) On the outside wrapper or con-
tainer and the immediate container:

(1) The batch mark;
(i) The number of units of crystalline

penicillin in the Immediate container;
(ii) The number of units of bacitracin

in the immediate container;
(iv) The statement "For intramuscu-

lar use only"
Cv) The statement "Expiration date

--------------- "the blank being filled in
with the date which is 18 months after
the month during which the batch was
certified: Provided, zozcver That such
expiration date may be omitted from the
immediate container If such immediate
container is packaged in an individual
wrapper or container;

(vi) The statement 'For manufactur-
Ing use," "For repacking," or "For manu-
facturing use or repacking," when pack-
aged for repacking or for use as an
ingredient in the manufacture of an-
other drug., as the case may be.

(2) On the outside wrapper or con-
tainer the statement "Caution: Federal
law prohibits dispensing without pre-
scription."

(3) On the circular or other labeling
within or attached to the paclmge, If it
Is packaged for dispensing:

(I) Adequate directions and wamlngs
for its use by practitioners licensed by
law to administer such drug.

(ii) The conditions under which such
solutions should be stored, including a
reference to their instability when stored
under other conditions, and the state-
ment "Sterile solution may be kept in
refrigerator for 3 days without signifi-
cant los of potency."

d) Request for certification; cam-
les. (1) In addition to complying with

the requirements of § 1462 of thi chap-
ter, a person who requests certification
of a batch of crystalline penicillin and
bacitracin shall submit with his request
a statement showing the batch mark, the
number of packages in such batch, the
number of units of penicillin and the
number of units of bacitracin in each
package, the batch marks, and (unless
they rere previously submitted) the
dates on which the latest assays of the
penicillin and bactracin used in making
such batch were completed, the date on
which the latest assay of the drug com-
prising such batch was completed, the
quantity of each ingredient used in mak-
ing the batch and a statement that each
such ingredient conforms to the require-
ments prescribed therefor by this section.
If such batch,, or any part thereof, is to
be paclaged with a solvent, such request
shall also be accompanied by a state-
ment that such solvent conforms to the
requirements prescribed therefor by this
section.

(2) Except as otherwise provided by
subparagraph (5) of this paragraph,
such peron shall submit in connection
with his request re3ults of the tests and
assays listed after each of the following
made by him on an accurately repre-
sentative sample of:
(I) The batch; potency, sterility, tox-

IcIty, pyrogens, moisture, pH.
(Ii) The crystalline penicillin used in

maling the batch; potency, crystallinity,
heat stability, penicillin K content (un-
less It is crystalline penicillin G) and
the penicillin G content if it is crystalline
penicillin G.

(il) The bacitracin used in making
the batch; potency and toxicity.

(3) Except as otherwise provided by
subparagraph (5) of this paragraphi, if
such batch is pacimged for dispensng,
such person shall submit in connection
with his request in the quantities here-
inafter indicated accurately representa-
tive . mples of the foloving:

(1) The batch:
(a) For all tests except sterility- one

immediate container for each 5,000 im-
mediate containers in such batch, but in
no ceas lezs than 10 or more than 17
immed-te containers.

(b) For sterility testing; 10 immediate
containers.
Such samples shall be collected by taing
single immediate containers at such in-
tervals throughout the entire time of
packaging the batch that the quantities
packaged during the intervals are ap-
proximately equal.

01I) The crystalline penicillin used in
makling the batch; 3 packages, each con-
taining approximately equal portions of
not lez3 than 250 milligrams, packaged
in accordance with the requirements of
§ 146a.24 (b).
(i) The bacItracin used in malng

the batch; 3 pacages, each containng
approximately 0.5 gram pack-aged in
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accordance with the requirements of
§ 146e.401 (b) of this chapter.

(iv) In case of an initial request for
ce)rtiflcation, each other ingredient used
in making the batch; 1 package of each
containing approximately 5 grams.

(4) If such batch is packaged for re-
packing, such person shall submit with
his request a sample consisting of the
following:

(I) For all tests except sterility* 10
approximately equal portions of at least
2 grams each.

(iI) For sterility testing; 10 approxi-
mately equal portions of at least 0.5
gram each. I
Each such portion shall be taken from
different parts of such batch, and each
shall be packaged in a separate con-,
tainer and in accordance with the re-
quirements of paragraph (b) of this
section.

(5) No result referred to in subpara-
graph (2) (ii) and (iiI) of this para-
graph, and no sample referred to in
subparagraph (3) (ii) and (iii) of this
paragraph, is required if such result or"
sample has been previously submitted.

(e) Fees. The fee for the services
rendered with respect to each batch
under the regulations in this part shall
be:

(1) $4.00 for each immediate con-
tainer in the samples submitted in ac-
cordance with paragraph (d) (3) (1) (a),
(1i), (ii) (iv), and (4) (1) of this sec-
tion; and

(2) If the Commissioner considers
that investigations other than examina-
tion of such immediate containers are
necessary to determine whether or not
such batch complies with the require-
ments of § 146.3 of this chapter for the
issuance of a certificate, the cost of such
investigations.

The -fee prescribed by subparagraph (1)
of this paragraph shall accompany the
request for certification unless such fee
is covered by an advance deposit main-
tamed in accordance with § 146.8 (d) of
this chapter.

§ 146a.64 l-Ephenamne penicillin G
(penicillin G l-ephenamine salt)-(a)
Standards of identity, strength, quality
and purity. I-Ephenamme penicillin G
is the heat stable crystalline levo-N-
methyl-i, 2-diphenyl-2-hydroxyethyl-
amine salt of penicillin G, prepared
from crystalline penicillin G and crys-
talline dl- N - methyl-i, 2-diphenyl-2-
hydroxyethylamine hydrochloride (98
percent purity and a melting point of
268.5' C. ±2.5° C.) It contains not less
than 85 percent by weight of the levo-
N-methyl-i, 2-diphenyl-2-hydroxyethyl-
amine salt of penicillin G. It is so puri-
fied and dried that:

(1) Its potency is not less than 900
units per milligram;

(2) It is sterile;
(3) It is nonpyrogeme;
(4) It is nontoxic;
(5) Its moisture content is not more

than 1.5 percent;
(6) Its pH in a saturated aqueous solu-

tion is not less than 5 and not more than
7.5; and

(7) Its specific rotation in water-ace-
tone (1+1) at 200 C. is +125- ±5*

(b) Packaging. In all cases the Im-
mediate container shall be a tight con-
tamer as defined by the U. S. P., shall be
sterile at the time of filling and closing,
shall be so sealed that the contents can-
not be used without destroying- the seal,
and shall be of such composition as will
not cause any change in the strength,
quality, or purity of the contents beyond
any limit therefor In applicable stand-
ards, except that minor changes so
caused which are normal and unavoid-
able in good packaging, storage, and dis-
tribution practice shall be disregarded.

(c) Labeling. Each package shall
bear on its outside wrapper or container
and the immediate container as herein-
after indicated, the following:
(1) The batch mark;
(2) The weight of the drug and the

number of ,units in the immediate con-
tamer"

(3) The statement "Expiration date
----- " the blank being filled in

with the date which is 36 months after
the month during which the batch was
certified: Provided, however That such
expiration date may be omitted from the
immediate container if such immediate
container is packaged in an individual
wrapper or container;

(4) The statement "For manufactur-
ing use only"*

(5) The statement "Caution: Federal
law prohibits dispensing without pre-
scription."

(d) Request for certification, check
tests and assays; samples. (1) In addi-
tion to complying with the requirements
of § 146.2 of this chapter, a person who
requests certification of a batch shall
submit with his request a statement
showing the batch mark, the number of
packages of each size in the batch, the
weight of the drug and the number of
units in each package, and (unless it was
previously submitted) the date on which
the latest assay of the drug comprising
such batch was completed. Such request
shall be accompanied or followed by the
results of tests and assays made by him
for potency, sterility, toxicity, pyrogens,
moisture, pH, crystallinity, heat stability,
the penicillin G content, and specific
rotation.

(2) Such perspn shall submit with his
request an accurately representative
sample of thebatch, consisting of the
following:

(i) For, all tests except sterility' 10
packages.

(ii) For sterility testing; 10 packages.
Each such package shall contain approx-
inately 300 milligrams taken from a dif-
ferent part of such batch, and each shall
be packaged in accordance with the re-
quirements of paragraph (b) of this
section.

(3) In connection with contemplated
requests for certification of batches of
another drug in the manufacture of
which it is to be used, the manufacturer
of a batch which is to be so used may
request the Commissioner to make check
tests and assays on a sample of such
batch taken as prescribed by subpara-
graph (2) of this paragraph. From the
information required. by subparagraph
(1) of this paragraph may be omitted re-
sults of tests and assays not required for
the batch when used in such other drugs.

The Commissioner shall report to such
manufacturer results of such check tests
and assays as are so requested,

(e) Fees. The fee for the services
rendere with respect to each batch un-
der the regulations in this part shall be:

(1) $4.00 for each immediate con-
tainer in the samples submitted In ac-
cordance with paragraph d) (2) (1) and
(3) of this section; and

(2) If the Commissioner considers
that investigations other than the exam-
ination of such Immediate containers
are necessary to determine whether or
not such batch complies with the re-
quirements of § 146.3 of this chapter for
the issuance of a certificate, the cost of
such investigations.
The fee prescribed by subparagraph (1)
of this paragraph shall accompany the
request for certification unless such fee
is covered by an advance deposit main-
tained in accordance with § 146.8 (d) of
this chapter.

§ 146a.65 I-Ephenamine penicillin G in
oil-(a) Standards o1 identity, strength,
quality, and purity. I-Ephenamino pen-
icillin G in oil is a suspension of I-ephen-
amine penicillin G in refined peanut ol
or sesame oil with or without the addi-
tion of one or more suitable and harm-
less dispersing agents. Its potency Is
300,000 units per milliliter unless it Is
packaged and labeled solely for veteri-
nary use. It is sterile. Its moisture con-
tent Is not more than 1 percent. The
I-ephenamine penicillin Q used con-
forms to the requirements of § 146a.04
(a) Each other substance used, If its
name is recognized in the U. S. P or
N. F., conforms to the standards pre-
scribed therefor by such official com-
pendium.

(b) Packaging. The Immediate con-
tainer shall be of colorless transparent
glass (unless It Is packaged to contain a
single dose), so closed as to be a tight
container as defined by the U. S. P., shall
be sterile at the time of filling and clos-
ing, anl shall be so sealed that the con-
tents cannot be used without destroying
such seal. The immediate container
shall be of such composition as will not
cause any change In the strength, qual-
ity or purity ofthe contents beyond any
limit therefor In applicable standards,
except that minor changes so caused
which are -normal and unavoidable in
good packaging, storage, and distribu-
tion practice shall be disregarded. If it
Is packaged for dispensing, each such
container shall contain not less than 1.0
milliliter and not more,than 20 -milli-
liters and each shall be filled with a vol-
ume In excess of that designated, which
excess shall be sufficient to permit the
withdrawal and the administration of
the volume Indicated, whether admin-
istered in single or multiple doses.

(c) Labeling. Each package shall
bear on its label or labeling as hereinafter
indicated, the following:

(1) On the outside wrapper or con-
tainer and the immediate container of
the package:

(I) The batch mark;
(ii) The number of units per milliliter

of the batch;
(iiI) The statement "Expiration date

------------- ' the blank being filled In
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with the date which is 18 months after
the month during which The batch was
certified: Provided, however That such
expiration date may be omitted from the
immediate container if such immediate
container is packaged in an individual
wrapper or container;

(iv) The statements "For intramus-
cular use only" and "Shake wel"" and

(v) The name of each oil used in mak-
ing the batch, and, if aluminum mono-
stearate is used as the dispersing agent,
the quantity used.

(2) On the outside wrapper or con-
tainer, the statement "Caution: Federal
law prohibits dispensing without pre-
scription," unless it is packaged for dis-
pensing and it is intended solely for
veterinary use and is conspicuously so
labeled.

(3) On the circular or other labeling
within or attached to the package, if it
is packaged for dispensing:

(I) If it is intended for use by man,
adequate directions and warnings for its
use by practitioners licensed by law to
administer such drug.

(ii) If it is intended solely for veteri-
nary use and is conspicuously so labeled,
adequate directions and warnings for the
veterinary use of such drug by the laity.
Such circular or other labeling may also
bear a statement that a brochure or other
printed matter containing information
for other veterinary uses of such drug
by a veterinarian licensed by law to ad-
miniter it will be sent to such veteri-
narian on request.

(d) Request for certification, samples.
(1) In addition to complying with the
requirements of § 146,2 of this chapter, a
person. who requests certificatidn of a
batch shall submit -with his request a
statement showing the batch mark, the
number of packages of each size in such
batch, the batch mark and (unless it
was previously submitted) the date on
which the latest assay of the -ephen-
amine penicillin G used in making such
batch was completed, the number of
units in each of such packages, the
quantity of each ingredient used in
making the batch, the date on which the
latest assay of the drug comprising such
batch was completed, and that each in-
gredient used in making such batch con-
forms to the requirements prescribed
therefor by this section.

(2) Except as otherwise provided by
subparagraph (4) of this paragraph such
person shall submit in connection with
Ins request results of tests and assays of
the following, made by him on an accu-
rately representative sample of:

(i) The batch; potency, sterility, and
moisture.

(ii) The Z-ephenanine penicillin G
used in making the batch; potency,
sterility, pyrogens, toxicity, moisture, pH,
crystallinity, heat stability, penicillin G
content, and specific rotation.

(3) Except as otherwise provided by
subparagraph (4) of this paragraph, such
person shall submit in connection with
his request, in the quantities hereinafter
indicated, accurately representative
samples of the following:

(i) The batch:
(a) For all tests except sterility, one

package for each 500 packages in the
batch, but in no case less tham3 packages
or more than 12 packages.
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(b) For sterility testing; 10 pac:ages.
Such samples shall be collected by taking
single packages at such Interval
throughout the entire time of pacmgin,
the batch that the quantities paemged
during the intervals are approximately
equal.

(i The -ephenamine penicillin G
used in making the batch:

(a) For all tests except sterlity" 10
packages, each containing appro:d-
mately equal portions of not les than
300 milligrams.

(b) For sterility testing; 10 packagez,
each containing appr6%lmately equal
portions of not les than 300 milligrams.
Each such portion shall be packaged in
accordance with the requir ments of
§ 146a.61 (b)

(IiI) In case of an initial request for
certification, one package containing ap-
proximately 150 grams of the peanut oil
or sesame oil used and one packaffe con-
taining approximately 5 grams of each
dispersing agent used.

(4) No result referred to In subpara-
graph (2) (it) of this pamaraph, and no
sample referred to in subpamraph (3)
(ii) of this paragraph, Is required If such
result or sample has been previously sub-
mitted.

(e) Fees. Thefeefortheservicesren-
dered with respect to each batch under
the regulations in this part shall be:

(1) $4.00 for each package in the ram-
ples submitted In accordance with para-
graph (d) (3) (1) (a), (II) (a), and (IMI)
of this section; and

(2) If the Commissioner conriders
that investigations, other than examina-
tion of such packages, are necezsary to
determine whether or not such batch
complies with the requirements of
§ 146.3 of this chapter for the Itsu-
ance of a certificate, the cost of such In-
vestigations.
The fee prescribed by subparagraph 11)
of this paragraph shall accompany the
request for certification unless such fee
is covered by an advance deposit main-
tamed in accordance with § 146.8 (d)
of this chapter.

§ 146a.66 l-Eplcnainne penicillin G
for aqueous injection-(a) Standards of
identity, strength, quality, and purity.
l-Ephenamine penicillin G for aqueous
injection Is a dry mixture of l-ephena-
mine penicillin G and one or more suit-
able and harmless suspending or dis-
persing agents, with or without one or
more suitable and harmless prerva-
tives and buffer substances, or it is an
aqueous suspension of Z-ephenamine
penicillin G and one or more suitable
and harmless suspending or dispersing
agents, buffer substances, and preserva-
fives, except that preservatives are not
required if the immediate container is
packaged to contain a single doze and is
conspicuously so labeled. Itis so purified
that:

(1) If It is an aqueous suspension of
the drug, each container or each milli-
liter shall contain not less than 300,000
units, unless It is packaged and labeled
solely for veterinary use;

(2) It is sterile;
(3) If it is the dry mixture of the drug,

Its moisture content is not more than 1.5
percent;
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(4) It iL nonpyrogenic;
(5) It is nontoxic; and
(G) Its pH in saturated aqueous solu-

tion is not less than 5.0 and not more
than 7.5.
The l-cphenamine penicillin a used
conforms to the requirements of §146-a.4
(a). Each other substance used, if its
name Is recoznized n the U. S. P. or N. F.,
conforms to the standards prescribed
therefor by such offcial. compendium.

(b) PacT:agfng. In all casas the im-
mediate containers shall be tight con-
tainers as defined by the U. S. P., shall
be sterile at the time of filling and clos-
ing, shall be so sealed that the contents
cannot be used without destroying such
seal, and shall be of such composition as
will not cause any change in the
strength, quality, or purity of the con-
tents beyond any limit therefor in appli-
cable standards, except that minor
changes so caused which are normal nd
unavoidable in good packaing, storage,
and distribution practice shall be disre-
garded. In case It is packaged for diz-
pensing, it shaU be in immediate con-
tainers of colorless transparent glass,
closed by a substance through which a
hypodermic needle ma.y be Introduced
and withdrawn without removing the
closure or destroying its effectiveness,
unless It Is the aqueous suspension of the
drug and it is pacLaged to contain a sin-
gle doze. If It is the dry xture of the
drun, each such container shall contain
300,000 units, 600,000 units, 900,003 units,
1,200,000 units, 1,500,000 units, or 3,000,-
000 units (unless It Is packaged and
labeled solely for veterinary use) and
each may be packaged in combination
with a container of a suitable aqueous
diluent. If It is the aqueous suspension
of the drug, each such container shall
contain not les than 1 milliiter (unles
it is packaged to contain a single dose)
and not more than 10 mIliiters (unless
it Is packmged and labeled solely for vet-
erinary use) and each shall be filled
with a volume in excess of that designa-
ted, which excez shall be sufacent to
permit the withdrawal and the adminis-
tration of the volume indicated, whether
admifn tered in either single or multiple
doses.

(c) Labeling. Each package shall bear
on Its label or labeling as hereinafter in-
dicated, the following:

(1) On the outside wrapper or ton-
tainer and the immediate container:

(I) The batch mark:
(II) The number of units in the imme-

diate container;
(ii) The statement "Expiration date

the blank being filled in,
If it is the dry mixture of the dru, with
the date which Is 18 months, or if it is
the aqueous suspension of the drug, with
the date which Is 12 months after the
month during which the batch vas cer-
tified, except that the blank may be
filled in with the date which is 24 months
after the month in which the batch was
certified if the person who requests cer-
tification has submitted to the Com-
missioner results of tests and assays
showing that after having been stored
for such period of time such drug as
prepared by him complies with the
standards prescribed by paragraph (a)
of this section: Provided, howsever That
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such expiration date may be omitted
from the immediate container if such
immediate container is packaged in-an
individual wrapper or container;

(iv) The statement '"or intramuscu-
lar use only"; and

(v) If the drug contains preservatives,
the name and quantity of each preserva-
tive used.

(2) On the outside wrapper or con-
tamer"

(i) The statement "Caution: Federal
law prohibits dispensing -without pre-
scription," unless it is packaged for dis-
pensing and it is intended solely for
veterinary use and is conspicuously so
labeled.

(ii) If it is the aqueous suspension of
the drug, the statement "Store in re-
frigerator not above 150 C. (590 F.)" or
"Store below 150 C. (590 F.) "unless the
person who requests certification has
submitted to the. Commisioner results
of tests and assays showing that such
drug as prepared by hn complies with
the standards- prescribed by paragraph.
(a) of this section after having been
stored at room temperature.

(3) On the bircular or other labeling
within or attached to the package, if it
is packaged for dispensing:

(I) If it is intended for use by man,
adequate directions and warnings for its
use by practitioners licensed by law to
administer such drug.

(ii) If it is intended solely for veteri-
nary use and Is conspicuously so labeled,
adequate directions and warnings for the
veterinary use of such drug by thelaity.
Such circular or other labeling may also
bear a statement that a brochure or
other printed matter containing infor-
mation for other veterinary uses of such
drug by a veterinarian licensed by law to
administer it will be sent to such vet-
erinarian on request.
(iii) If it is the dry mixture of the

drug, the conditions under which sus-
pensions made from such drug should
be stored, and the statement "Sterile
suspension may be kept at room-tem-
perature for 1 week, or in refrigerator
for 3 weeks, without significant loss of
potency."

(d) Request for certification, samples.
(1) In addition to complying with the re-
quirements of § 146.2 of this chapter, a
person who requests certification of a
batch of -ephenamme penicillin G for
aqueous Injection shall submit with his
request a statement showing the batch
mark, the number of packages of each
size in such batch, the batch mark and
(unless it was previously submitted) the
date on which the latest assay of the
I-ephenamme penicillin G used in mak-
ing such batch was completed, the
number of units in each of such pack-
ages, the quantity of each ingredient
used in making the batch, the date on
which the latest assay of the drug com-
prising such batch was completed, and
a statement that each ingredient used in
making the batch conforms to the re-
quirements prescribed therefor by this
section. If such batch, or any part
thereof, is to be packaged with a solvent,
such request shall also be accompanied
by a statement that such solvent con-
forms to the requirements prescribed
therefor by this section.

(2) Except as otherwise provided by
subparagraph (5) of this paragraph,
such person shall submit In connection
with, his request results of the tests and
assays listed after each of the following,
made by hm on an accurately repre-
sentative sample of:

(i) The batch; potency, sterility
moisture (unless it is the aqueous sus-
pension of the drug) pyrogens, toxicity,
pH.

(ii) The I-ephenamine penicillin G
used in making the batch; potency,
crystallinity, heat stability, penicillin G
content, and specific rotation.

(3) Except as otherwise provided by
subparagraph (5) of this paragraph, if
such batch is packaged for dispensing,
such person shall submit in connection
with his request, in the quantities herein-
after indicated, accurately represefita-
tive samples of the following:

(i) The batch:
(a) For all tests except sterility- one

Immediate container for each 5,000 im-
mediate containers in such batch, but in
no case less than 10 or more than 17
immediate containers.

(b) For sterility testing; 10 immediate
containers.
Such samples shall be collected by tak-
ing single immediate containers at such
intervals throughout the entire time of
packaging the batch that the quantities
packaged during the intervals arq ap-
proximately equal.

(ii) The I-Bphenamlne penicillin G
used in making the batch; 3 packages
containing approximately equal portions
of not less than 500 milligrams each,
packaged in accordance with the require-
ments of § 146a.64 (b)

(iii) In case of an initial request for
certification, each other ingredient used
in making the batch, one package of each
containing approximately 5 grams.

(iv) In case of an initial request for
the certification of a batch which is to be
packaged n combination with an aque-
ous diluent which is not recognized by
the U. S. P., or when any change is made
in the. composition of such diluent; 5
packages of the diluent included in the
combination.

(4) If such batch is packaged for re-
packing, such person shall submit with
his request a sample consisting of the
following:

(i) For all tests except sterility; 10
packages.

(if) For sterility testing; 10 packages.
Each such package shall contain approx-
imately 300 milligrams taken from a
different part of such batch, and each
shall be packaged in accordance with the
requirements of paragraph (b) of this
section.

(5) No result referred to in subpara-
graph (2) (ii) of this paragraph, and
no -sample referred to in subparagraph
(3) (ii) of this paragraph, is required
if such result or sample has been previ-
ously submitted
(e) Fees. The fee for the services ren-

dered with respect to each batch under
the regulations in this part shall be:

(1) $4.00 for each immediate container
in the samples submitted, in accordance
with paragraph (d) (3) (i) (a) (i),

(iii) (iv) and (4) (1) of this section;
and

(2) If the Commissioner considers that
investigations, other than examination
of such immediate containers, are nec-
essary to determine whether or not such
batch complies with the requirements of
§ 146.3 of this chapter for the Issti-
ance of a certificate, the cost of such
investigations.
The fee prescribed by subparagraph (1)
of this paragraph shall accompany the
request for certification unless such foe
is covered by an advance deposit main-
tained in accordance with § 146.8 (d)
of this chapter,

§ 146a.67 Procaine penicillin in strep-
tomycin sulfate solution, procaine peni-
cillin in dihydrostreptomycin sulfate
solution (procaine penicillin in crys-
talline dihydrostreptomycin sullate
solution)-(a) Standards of identity,
strength, quality, and purity. Procaine
penicillin in streptomycin sulfate solu-
tion is procaine penicillin suspended in
an aqueous solution of streptomycin sul-
fate. Procaine penicillin in dihydro-
streptomycin sulfate solution is procaine
penicillin suspended in an aqueous solu-
tion of dihydrostreptomycin sulfate or
crystalline dihydrostreptomycin sulfate.
Such solution shall contain one or more
suitable and harmless buffer substances,
preservatives, and suspending or dii-
persing agents, and it may contain one
or more suitable and harmless stabilizing
agents and procaine hydrochloride in a
concentration not exceeding 2 percent,
It is so purified that:

(1) Each milliliter shall contain not
less than 100,000 units of procaine pent-
cillin and not less than 0.25 gram of
streptomycin sulfate or dlhydrostropto,
mycin sulfate, but each immediate con-
tainer shall contain not less than 300,000
units of procaine penicillin and not loss
than 0.25 gram of streptomycin sulfate
or dihydrostreptomycin sulfate;

(2) It is sterile;
(3) It is -nonpyrogenic;
(4) It Is nontoxic; and
(5) Its pH is not less than 5.0 and

not more than 8.0.
The procame penicillin used conforms to
the requirements prescribed by § 140a.41
(a) The streptomycin sulfate used
conforms to the requirements prescribed
by § 146b.101 (a) of this chapter. The
dihydrostreptomycin sulfate used con-
forms to the requirements prescribed by
§ 146b.106 (a) of this chapter. Each
other substance used, If its name is rec-
ognized in the '. S. P or N. F1., conforms
to the, standards prescribed therefor by
such official compendium.

(b) Packaging. In all cases the fin-
mediate container shall be a tight con-
tainer as defined by the U. S. P., shall be
sterile at the time of filling and closing,
shall be so sealed that the contents can-
not be used without destroying such
seal, and shall be of such composition
as will not cause any change In the
strength, quality, or purity of the con-
tents beyond any limit therefor in ap-
plicable standards, except that minor
changes 4o caused which are normal and
unavoldablq in good packaging, stor-
age, and distribution practice shall be
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disregarded. In case it is packaged for
dispensing, it shall be m immediate con-
tamers of colorless (unless it as intended
solely for veterinary use) transparent
glass closed by a substance through
which a hypodermic needle may be intro-
duced and -withdrawn without removing
the closure or destroying its effectiveness,
unless it as packaged to contain a single
dose. Each such container shall contain
not less than 1 milliliter (unless it is
packaged to contain a single dose) and
not more than 30 milliliters (unless it is
packaged and intended solely for veteri-
nary use) and each shall be filled with
a volume in excess of that designated,
which excess shall be sufficient to per-
mit the withdrawal and administration
of the volume indicated, whether admin-
istered in either single or multiple doses.

(c) Labeling. Each package shall
bear, on its label or labeling as herein-
after indicated, the followng:

(1) On the outside wrapper or con-
tamer and the immediate container:

(i) The batch mark.
(ii) The number of units of procaine

.penicillin and the number of milligrams
or grams of streptomycin sulfate or di-
hydrostreptomycm sulfate an each mil-
liliter of the batch.

(iII) The name and quantity of Each
preservative used, and if it contains
added procaine hydrochloride, the quan-
tity of such added ingredient.

(iv) The statement "Expiration date
... " the blank being filled in with the
date which is 12 months after the month
during which the batch was certified, ex-
cept that the blank may be filled in with
the date which is 18 months after the
month during which the batch was cer-
tified if the person who requests certifi-
cation has submitted to the Commis-
sioner results of tests and assays show-
ing that after having been stored for
such period of time such drug as pre-
pared by him complies with the stand-
ards prescribed by paragraph (a) of this
section: Provided, however That such
expiration date may be omitted from the
immediate container if such immediate
container is packaged in an individual
wrapper or container.

v) The statement 'For intramuscu-
lar use only."

(vi) The statement "For manufactur-
ing use," "For repacking," or "For manu-
facturing use or repacking," when
packaged for repacking or for use as an
ingredient an the manufacture of another
drug, as the case may be.

(2) On the outside wrapper or con-
tamer:

(i) The statement "Store in refrigera-
tor not above 150 C. (590 F.)" or "Store
below 150 C. (59* F.) "

(ii) The statement "Caution: Federal
law prohibits dispensing without pre-
scription," unless it is packaged for dis-
pensing and it is intended solely for vet-
ernary use and as conspicuously so
labeled.

(3) On the circular or other labeling
within or attached to the package, if it
is packaged for dispensing:

(i) If it is intended for use by man,
adequate directions and warnings for its
use by practitioners licensed by law to
administer such drug.

(i) If I Is Intended solely for veteri-
nary use and Is conspicuously so labeled,
adequate directions and warnings for
the veterinary use of such drug by the
laity. Such circular or other labeling
may also bear a statement that a
brochure or other printed matter con-
taining Information for other veterinary
uses of such drug by a veterinarian li-
censed by law to administer It wIl be
sent to such veterinarian on request.

(d) Requests for certificatfon; cam-
PIZes. (1) In addition to complying with
the requirements of § 140.2 of this chap-
ter, a person who requests certification
of a batch shall submit with his request a
statbment showing the batch marlk, the
number of packages of each size in such
batch, the number of units of procaine
penicillin and the number of milligrams
or grams of streptomycin sulfate or dt-
hydrostreptomycin sulfate in each milli-
liter of the batch, the batch marks and
(unless they were previously submitted)
the dates on which the latest assays of
the procaine penicillin and strcptomycin
sulfate or dihydrostreptomycin sulfate
used an making such batch were com-
pleted, the date on which the latest
assay of the drug compring such batch
was completed, the quantity of each In-
gredient used n making the batch, and
a statement that each such ingredient
conforms to the requirements prescribed
therefor by this section.

(2) Except as otherwise provided by
subparagraph (5) of this parai,,&ph,
such person shall submit in connection
with his request results of the tests and
assays listed after each of the following.
made by him on an accurately repre-
sentative sample of:

(i) The batch; potency, sterility,
toxicity, pyrogens, pH.

(ii) The procaine penicillin used In
making the batch; potency, crystallinity,
penicillin X content (unless it Is pro-
caine penicillin G) and the penicillin G
content if It Is procaine penicillin 0.

(iii) The streptomycin sulfate or dl-
hydrostreptomycin sulfate used In mak-
ing the batch; potency, histamine
content, streptomycin content if It is
dihydrostreptomycin, and crystallinity If
it is crystalline dihydrostreptomycin.

(3) Except as otherwise provided by
subparagraph (5) of this paragraph, If
such batch Is packaged for dispensing,
such person shall submit in connection
with his request, in the quantities here-
inafter Indicated, accurately representa-
tive samples of the following:

(1) The batch:
(a) For all tests except sterility* one

immediate container for each 5,000 im-
mediate containers in such batch, but
In no case less than 12 or more than 19
immediate containers.

(b) For sterility testing; 10 Imme-
dIate containers.
Such samples shall be collected by taking
single immediate containers at such in-
tervals throughout the entire time of
packaging the batch that the quantities
packaged during the Intervals ore
approximately equal.

(ii) The procaine penicillin used In
making the batch; three packages, emch
containing approximately equal por-
tions of not less than 0.5 gram, packaged

In accordance with the requirements of
§ 146a.44 (b)

(i1) The streptomycin sulfate or di-
bydrostreptomycin sulfate used In mak-
ing the batch; three packmge. each
containin- approximately equal portions
of not les than 0.5 gram, packaged In
accordance with the requirements of
§ 146b.101 (b) of this chapter.

(Iv) In cae of an Initial request for
certification, each other ingredient used
in naking the batch; one package of
each containing approximately 5 grams.

(4) If such batch is packaged for re-
packing, such person shall submit with
his request a sample consisting of:

U) For all tests except striity- 12
approximately equal portions of at least 2
milliliters.

(il) For sterility testing; 10 approm-
mately equal portions of at least 1 mil-
liliter.
Each such port!on shall be taken from
different parts of such batch, and each
shall be packaged ins separate container
and in accordance with the requirements
of Pamrph (b) of this section.

(5) No result referred to in subpara-
graph (2) (il) and (il) of this pars-
graph, and no sample referred to in
subpararaph (3) (II) and (ii) of this
paragraph, is required if such result or
sample has been previously submitted.

Ce) Feew. The fee for the services
rendered with respect to each batch, un-
der the regulations in this part shall be:

(1) 4.00 for each immediate con-
tainer in the sample submitted in accord-
ance with paragraph (d) (3) Ci) (a)
(il), (ill) (iv), and (4) (1) of this sec-
tion: and

(2) If the Commisoner considers
that Investigations, other than examina-
tion of such immediate contamers, are
nece.sary to determine whether or not
such batch complies with the require-
ments of § 146.3 of this chapter, for the
issuance of a certificate, the cost of such
Investigations.
The fee prescribed by subparagraph (1)
of this paragraph shall accompany the
request for certification unless such fee
is covered by an advance deposit main-
tained in accordance with § 146.8 td) of
this chapter.

§ 146a.63 Benathlne penizillin G
(benzat hine peicillin G salt)-(a)
Standards of identity, strength, quality,
and puritv. Benzathine penicillin G
Is the crystalline NN'dibanzylethylene-
diamine salt of penicillin G. It contains
not lezs than 85 percent by weight of
the N2,'dibanzylethylenedlamine salt of
penicillin G. Each such drug is so puri-
fied and dried that:

(1) Its potency is not less than 1050
units per milligram.

(2) It Is sterile.
(3) It Is nontoXic.
(4) It is nonpyrogenic.
(5) Its moisture content Is not more

than 8 percent.
(0) Its pH in saturated aqueous so-

lution is not les than 5.0 and not more
than 7.5.

(b) Pac:agfnr. In all cases the Im-
mediate containers shall be tight con-
tainers as defined by the U. S. P., shall
be sterile at the time of filling and clos-
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ing, shall be so sealed that the contents
cannot be used without destroying the
seal, and shall be of such composition
as will not cause any change m the
strength, quality, or purity of the con-
tents beyond any limit therefor in ap-
plicable standards, except that minor
changes so caused which are normal and
unavoidable in good packaging, storage,
and distribution practice shall be disre-
garded.

(c) Labeling. Each package shall
bear on Its outside wrapper or container
and the immediate container, as here-
inafter indicated, the following:

(1) The batch mark.
(2) The weight of the drug and the

number of units in the immediate con-
tainer.

(3) The statement "Expiration date
- ," the blank being filled in

with the date which is 36 months after
the month during which the batch was
certified: Provided, however That such
expiration date may be omitted from the
immediate container if such immediate
container is packaged in an individual
wrapper or container.

(4) The statement "For manufactur-
ing use only."

(5) The statement "Caution: Federal
law prohibits dispensing without pre-
scription."

(d) Request for certification, check
tests and assays; samples. (1) In addi-
tion to complying with the requirements
of § 146.2 of this chapter, a person who
requests certification of a batch shall
submit with his request a statement
showing the batch mark, the number of
packages of each size in the batch, the
weight of the drug and the number of
units in each package, and (unless it was
previously submitted) the date on which
the latest assay of the drug comprising
such batch was completed. Such request
shall be accompanied or followed by the
results of tests and assays made by him
on the batch for potency, sterility, toxic-
ity, pyrogens, moisture, pH crystallinity,
and the penicillin G content.

(2) Such person shall submit with his
request an accurately representative
sample of the batch, consisting of the
following:

(I) For all tests except sterility* 10
packages.

(i) For sterility testing; 10 packages.
Each such package shall contain approx-
imately 300 milligrams taken from dif-
ferent parts of such batch, and each
shall be packaged in accordance with the
requirements of paragraph (b) of this
section.

(3) In connection with contemplated
requests for certification of batches of
another drug in the manufacture of
which benzathme penicillin G is to
be used, the manufacturer of a batch
which is to be so used may request
the Commissioner to make check
tests and assays on a sample of such
batch, taken as prescribed by subpara-
graph (2) of this paragraph. From the
Information required by subparagraph
(1) of this paragraph may be omitted
results of tests and assays not required
for the batch when used in such other
drug. The Commissioner shall report to
such manufacturer results of such check
tests and assays as are so requested.

(e) Fees. The fee for the services
rendered with respect to each batch un-
der the regulations in this part shall be:

(1) $4.00 for each immediate con-
tamer in the sample submitted in ac-
cordance with paragraph (d) (2) (1)
and (3) of this section.

(2) If the Commissioner considers
that investigations, other than the ex-
amination of such immediate containers,
are necessary to determine whether or
not such batch complies with the re-
quirements of § 146.3 of this chapter, for
the issuance of a certificate, the cost of
such investigations.
The fee prescribed by subparagraph (1)
of this paragraph shall accompany the
request for certification unless such -fee
is covered by fn advance deposit main-
tamed in accordance with § 146.8 (d) of
this chapter.

§ 146a.69 Benzathine penicillin G
oral suspension, benzathine penicillin G
for oral suspenszon-(a) Standards of
identity, strength, quality, and purity.
Benzathme penicillin G oral suspension
is an aqueous suspension of benzathine
penicillin G, and benzathine penicillin
G for oral suspension is a dry mixture
of benzathne penicillin G; each drug
may contain one or more suitable and
harmless dispersing agents, buffer sub-
stances, and preservatives, with or with-
out one or more suitable sulfonamides
and suitable and harmless colorings and
flavorings. The potency of the oral sus-
pension and of the suspension prepared
as directed in its labeling is not less than
20,000 units per milliliter. Its pH is not
less than 6.0 and not more than 7.0. If
it is a dry mixture of the drug, its mois-
ture content is not more than 6.0 per-
cent. The benzathine penicillin G
used conforms to the requirements of
§ 146a.68 (a) except subparagraphs (2),
(4) and, if it is the oral suspension, (5)
of that paragraph. Each other sub-
stance used, if its name is recognized in
the U. S. P or. N. F., conforms to the
standards prescribed therefor by such
official compendium.

(b) Packaging. The immediate con-
tamer shall be a tight container as de-
fined by the U. S. P and shall be of such
composition as will not cause any change
in the strength, quality, or purity of the
contents beyond any limit therefor 'in
applicable standards, except that minor
changes so caused which are normal and
unavoidable in good packaging, storage,
and distribution practice'shall be dis-
regarded.

(c) -Labeling. Each package shall
bear on ls label or labeling, as herein-
after indicated, the following:

(1) On the outside wrapper or con-
tamer and the immediate container:

(I) The batch mark.
(ii) The number of units in each mil-

liliter of the batch, if it is the oral sus-
pension, and the number of units in
each immediate container, if it is a dry
mixture.

(iII) The name of each buffer sub-
stance and the name and quantity of
each sulfonamide and preservative used
in making the batch.

(iv) The statement "Shake well."
(v) The statement "Expiration date

------ -," the blank being filled in

with the date which Is 24 months after
the month during which the batch was
certified: Provided, however That such
expiration date may be omitted from the
immediate container if such immediate
containei Is packaged in an individual
wrapper or container.

(2) On the outside wrapper or con-
tainer'

(i) The statement "Caution, Federal
law prohibits dispensing without pro-
scription," unless It Is packaged for dis-
pensing and it is Intended solely for
veterinary use and Is conspicuously so
labeled.

(i) If It Is packaged for dispensing
and it is intended for use by man, a ref-
erence specifically Identifying a readily
available medical publication containing
information (including contraindications
and possible sensitization) adequate for
the use of such drug by practitioners li-
censed by law to administer it; or a rof-
erence to a brochure or other printed
matter containing such information, and
a statement that such brochure or other
printed matter will be sent on request:
Provided, however, That this referenceo
may be omitted If the Information Is
contained in a circular or other labeling
within or attached to the package.

(3) On the label and labeling, if sul-
fonamides are present, after the name
"Benzathlne penicillin G oral suspension
or benzathine penicillin G for oral sus-
pension," wherever It' appears, the words
"with sulfonamides" in Juxtaposition
with such name.

(4) On the circular or other labeling
within or attached to the package, if
it Is packaged for dispensing and it Is
intended solely for veterinary use and Is
conspicuously so labeled, adequate direo
tions and warnings for the veterinary use
of such drug by the laity. Such circular
or other-labeling may also bear a state-
ment that a brochure or other printed
matter containing information for other
veterinary uses of such drug by a voter-
inarian licensed by law to administer it
will be sent to such veterinarian on
request.

(d) Request for certifleation; san-
ples. (1) In addition to complying with
the requirements, of § 146.2 of this chap-
ter, a person who requests certificAtion
of a batch shall submit with his request
a statement showing the batch mark, the
number of packages of each size in such
batch, the batch mark and (unless it was
previously submitted) the date on which
the latest assay of the benzathine peni-
cillin G used in making such batch was
completed, the potency per milliliter if it
is a suspension of the drug and the num-
ber of units in each immediate container
if it is a dry mixture, the date on which
the latest assay of the drug comprising
such batch was completed, the quantity
of each ingredient uSed In making the
batch, and a statement that each such
ingredient conforms to the requirements
prescribed therefor by this section.

(2) Except as otherwise provided in
subparagraph (4) of this paragraph,
such person shall submit in connection
with his request results of tio tests
and assays listed after each of the fol-
lowing, made by him on an accurately
representative sample of:
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Wi The batch; average potency per
milliliter if it is the oral suspension,
average potency per -mmediate con-
tamer if it is a dry mixture, pH, and
moisture if it is a dry mixture of the
drug.

(ii) The benzathme penicillin G used
in making the batch; potency, toxicity,
pH, moisture (if it is used in the prepara-
tion of a dry mixture) crystallinity, and
the penicillin G content.

(3) Except as othervse provided by
subparagraph (4) of this paragraph,
such person shall submit in connection
with his request, in the quantities here-
inafter indicated, accurately represen-
tative samples of the following:

(i) The batch; one inmediate con-
tamer for each 5,000 immediate con-
tamers in the batch, but in no case less
than 5 or more than 12 immediate con-
tamers, collected by taking single im-
mediate containers at such intervals
throughout the entire time of packaging
the batch that the quantities packaged
during the intervals are approximately
equal.

(ii) The benzathnne penicillin G used
in making the batch; 10 packages, each
containing approximately equal portions
of not less than 300 milligrams, pack-
aged in accordance with the require-
ments of § 146a.68 (b)

(iii) In case of an initial request for
certification, each other ingredient used
in making the batch; one package of
each containing approximately 5 grams.

(4) No result Teferred to in subpara-
graph (2) (ii) of this paragraph, and no
sample referred to in subparagraph (3)
(ii) of this paragraph, is required if such
result or sample has been previously sul',-
mitted.

(e) Fees. The fee for the services
rendered with respect to each batch
under the regulations m this part
shall be:

(1) $4.00 for each package in the
samples submitted in accordance with
paragraph (d) (3) (i) (ii) and (iii) of
this section.

(2) If the Commissioner considers
that investigations, other than the ex-
amination of such immediate containers,
are necessary to determine whether or
not such batch complies with the re-
quirements of § 146.3 of this chapter for
the issuance of a certificate, the cost of
such investigations.
The fee prescribed by subparagraph (1)
of this paragraph shall accompany the
request for certification unless such fee
is covered by an advance deposit main-
tamed in accordance with § 146.8 (d) of
this chapter.

§ 146a.70 Penicfflin - streptomyczm-
bacitracm ointment; penzcillin-dihlydro-
stre'ptomycut-bacitracin ozntment. (a)
Pemcillin-streptomycm-bacitracm oint-
ment and penicillin-dihydrostreptomy-
cm-bacitracin ointment conform to all
requirements prescribed by § 146a.54 for
pemoillin-streptomycm ointment and
penicillin-dihydrostreptomycmn o nt-
ment, except that:

(1) It contains not less than 500 units
of bacitracm per gram.

(2) In addition to the labeling pre-
scribed by § 146a.54 (b) each package
shall bear on the outside wrapper or
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container and the Immediate container
the number of units of bacitracin per
gram of ointment.

(3) In addition to complying with re-
quirements of § 146a.54 (c) a person who
requests certification of a batch shall
submit with his request a statement
showing the batch mark and (unless
previously submitted) the results and
the date of the latest tests and acsys
of the bacitracin used In making the
batch for potency, toxicity, moisture, and
pH. He shall also submit In connection
with his request a sample consisting of
not less than 7 packages of such oint-
ment and (unless it was previously sub-
mitted) a sample consI'ting of 6 pack-
ages containing approximately equal
portions of not less than 0.5 gram each
of the bacitracin used in making the
batch, packaged in accordance with the
requirements of § 146e.401 (b) of this
chapter.

(b) The fee for the services rendered
with respect to each Immediate con-
tainer in the sample of bacltracin sub-
mitted in accordance with requirements
prescribed therefor by this section shall
be $4.00.

§ 146a.71 Penicillin-streptomjcin den-
tal cones; penicilln-dlhydrostrptomy-
cm dental cones. (a) Penicillin-strep-
tomycin dental cones and penlcillin-dl-
hydrostreptomycin dental cones con-
form to all requirements prescribed by
§ 146a.31 for penicillin dental cones and
are subject to all procedures prescribed
by that section for penicillin dental
cones, except that:

(1) Each cone contains not less than
2 milligrams of streptomycin or dihy-
drostreptomycin. The streptomycin
used conforms to the standards pre-
scribed by § 146b.101 (a) of this chapter,
except subparagraphs (2), (4), and (5)
of that paragraph. The dihydrotrepto-
mycin used conforms to the standards
prescribed by § 146b.103 of this chapter,
except the standards for sterility, pyro-
gens, and histamine.

(2) Its moisture content is not more
than 3 percen.

(3) in lieu of the labeling prescribed
for penicillin dental cones by § 146a31
(c) (1) 01) each package shall bear on
the outside wrapper or container and
the immediate container the number of
units of penicillin and the number of
milligrams of streptomycin or dihydro-
streptomycin in each cone of the batch.

(4) In addition to complying- with the
requirements of § 146a.31 (d), the person
who requests certiflcatfon of a batch of
penicillin-streptomycin dental cones or
peniclllin-dihydrostreptomycin dental
cones shall submit with his request a
statement showing the batch mark and
(unless it was previously submitted) the
results and the dato of the latest tests
and assays of the streptomycin or dihy-
drostreptomycin used in making the
batch for potency, toxicity, moisture, pH,
streptomycin content f it is dihydro-
streptomycin and crystallinity if It is
crystalline dihydrostreptomycin, and
the number of units of penicillin and the
number of milligrams of streptomycIn or
dihydrostreptomycin in each cone of the
batch. He shall also submit in connec-
tion with his request a sample consist-

9733

ing of not less than 30 cones and (unless
It was previously submitted) a sample
consistin- of 5 packages containing ap-
proximately equal portions of not less
than 0.5 grmn each of the streptomycin
or dihydrostreptomycin used in making
the batch, packaged in accoedance with
the reqpirements of § 146b.101 (b) of
this chapter.

(b) The fee for the services rendered
with respect to each immediate con-
tainer in the sample of streptomycin or
dihydrostreptomycin submitted in ac-
cordance with the requirements pre-
scribed by this section iall be $4.00.

§ 146a.74 DlethVammethZl esterpen-
cillirn G hjdriodide (penzcillin G diethyl-

aminocthyl ester h Yd rzo dzd e)-(a)
Standards of identity, strength, quality,
and purity. Dlethylaminoethyl ester
penicillin G hydriodide is the crystalline
diethylaminoethyl ester hydriodide salt
of penifcln G. It contains not less than
85 percent by weight of g-diethylamino-
ethyl ester hydriodide salt of penicillin G.
It is so purified and dried that:

(1) Its potency after hydrolysis is not
less than 900 units per milligram.

(2) It is sterile.
(3) It Is nonpyrogenic.
(4) It is nontoxic.
(5) IL moisture content is not more

than 1 percent.
(6) The PH of a. saturated aqueous

solution is not less than 4.0 and not more
than 6.5.

(b) Pach.a-m. In all cases the im-
mediate container shall be a tiht con-
tainer as defined by the U. S. P., shall be
sterile at the time of filling and closng,
shall be so sealed that the contents can-
not be used without destroying the seal,
and shall be of such composition as vill
not cause any change In the strength,
quality, or purity of the contents beyond
any limit therefor in applicable stand-
ards, cxcept that minor changes so
caused which are normal and unavoid-
able in good paclaing, storage, and dis-
tribution practice shall be disregarded.
(c) Labeling. -Each pac-.ge shall

bear on Its outside wrapper or con-
tainer and the immediate container as
hereinafter indicated, the following:
(1) The batch mark.
(2) The weight of the drug and the

number of units in the immediate con-
tainer.

(3) The statement 'Expiration date
" the blank being filled in

with the date which is 24 months after
the month during which the batch was
certified: Provided, hozever, That such
expiration date may be omitted from the
immediate container if such immediate
container is pac"mged in an individual
wrapper or contelner.

(4) The statement "For manufactur-
ing use only."

(5) The statement "Caution: Federal
law prohibits dispensing without pre-
scription."

(d) request for certifcation, cheT:
tests and ascays; samples. (1) In addi-
tion to complying with the requirements
of § 146.2 of this chapter, a person who
requests certification of a batch shall
submit with his request a statement
showing the batch mark, the num-
ber of pachages of each size in the
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batch, the weight of the drug and the
number of units in each package, and
(unless it was previously submitted)
the date on which the latest assay
of the drug comprising such batch
was completed. Such request shall be
accompanied or followed by the results of
tests and assays made by him for po-
tency, sterility, toxicity, pyrogens, mois-
ture, pH, crystallinity, and the penicillin
G content.

(2) Such person shall submit with his
request an accurately representative
sample of the batch, consisting of the
following:

(I) For all tests except sterllity" 10
packages.

(ii) For sterility testing; 10 packages.
Each such package shall contain ap-
proximately 300 milligrams taken from
a different part of such batch, and each
shall be packaged in accordance with
the requirements of paragraph (b) of
this section.

(3) In connection with contemplated
requests for certification of batches of
another drug in the manufacfure of
which it is to be used, the manufacturer
of a batch wnch is to be so used may
request the Commissioner to make check
tests and assays on a sample of such
batch, taken as prescribed by subpara-
graph (2) of this paragraph. From the
information required by subparagraph
(1) of this paragraph may be omitted
results of tests and assays not required
for the batch when used in, such other
drugs. The Commissioner shall report
to such manufacturer results of such
check tests and assays as are so re-
quested.

(e) Fees. The fee for the services
rendered with respect to each batch un-
der the regulations in this part shall be:

(1) $4.00 for each immediate container
in the samples submitted in accordance
with paragraph (d) (2) (i) and (3) of
this section.

(2) If the Commissioner considers
that Investigations other than the ex-
amination of such immediate contain-
ers are. necessary to determine whether
or not such batch complies with the re-
quirements of § 146.3 of this chapter,
for the issuance of a certificate, the cost
of such investigations.
The fee prescribed by subparagraph (1)
of this paragraph shall accompany the
request for certification unless such fee
is covered by an advance deposit main-
tained in accordance with § 146.8 (d)
of this chapter.

§ 146a.75 DiethzZammoethyl e s t e r
penzcillin G hydriodide for aqueous in-
2ection (penzcillin G diethylaminoethyl,
ester hydrtodide for aqueous injection)-
(a) Standards of identity, strength,
quality, and purity. Dieihylaminoethyl
ester penicillin G hydriodide for aque-
ous injection Is diethylaminoethyl ester
penicillin G hydriodide and one or more
suitable and harmless suspending or
dispersing agents, with or without one
or more suitable and harmless preserva-
tives and buffer substances. It is so puri-
fled and dried-that:

(1) It Is sterile.
(2) Its moisture content is not more

than 1 percent.

(Q) It is nonpyrogenic.
(4) It is nontoxic.
(5) The pH of a saturated aqueous so-

lution is not less than 5.0 and not more
than 7.5.
The diethylaminoethyl ester penicillin
G hydriodide used conforms to the re-
quirements of § 146a.74 (a) Each other
substance used, if its name Is recognized
in the U. S. P or N. F., conforms to the
standards prescribed therefor by such
official compendium.

(b) Packaging. In all cases the im-
mediate containers shall be tight con-
tamers as defined by the U. S. P., shall
be sterile at the time of filling and clos-
ing, shall be so sealed that the contents
cannot be used without destroying such
seal, and shall be of such composition as
will not cause any change in the strength,
quality, or purity of the contents beyond
any limit therefor in applicable stand-
ards, except that minor changes so
caused which are normal and unavoid-
able in good packaging, storage, and dis-
tribution practice shall be disregarded.
In case it is packaged for dispensing, it
shall be in Immediate containers of col-
orless transparent glass, closed by a sub-
ztance through which a hypodermic
needle may be introduced and withdrawn
without removing the closure or destroy-
mg its effectiveness. Each such con-
tamer shall contain 50Q,000 units or
multiples thereof up to and including
5,000,000 units, and each may be pack-
aged in combination with a container of
a suitable aqueous diluent.

(c) Labeling. Each p a c k a g e shall
bear, on its label or labeling as herein-
after indicated, the following:

(1) On the outside wrapper or con-
tamer and the immediate container:

(i) The batch mbark.
(ii)' The number of units in the imme-

diate container.
(iii) The statement "Expiration date

-," the blank being filled in"
with the date which is 24 months after
the month during winch the batch was
certified: Provided, however That such
expiration date may be omitted from the
immediate container if such immediate
container is packaged in an individual
wrapper or container.

(iv) The statement "For intramuscu-
lar use only."

(2) On the outside wrapper or con-
tainer, the statement "Caution: Federal.
law prohibits dispensing without pre-
scription," unless it Is intended solely
for veterinary use and is conspicuously
so labeled:

(3)- On the circular or other labeling
within or attached to the package, if it is
packaged for dispensing:

(i) If it is intended for use by man,
adequate directions and warnings for its
use by practitioners licensed by'law to
administer such drug.

(tl) If it is intended solely for vet-
erinary use and is conspicuously so
labeled, adequate directions and warn-
ings for the veterinary use of such drug
by the laity. Such circular or other
labeling may also bear a statement that
a brochure or other printed matter con-
taining information for other veterinary
uses of such drug by a veterinarian li-
censed by law to administer It will be
sent to such veterinarian on request.

,(ilI) The conditions under which sus-
pensions of the drug may be stored, and
the statement "Sterile suspension may
be kept at room temperature for 7, days,
or in refrigerator for 3 weeks, without
significant loss of potency."

(d) Request for certiftcation; samples.
(1) In addition to complying with the
requirements of § 146.2 of this chap-
ter, a person who requests certifica-
tion of a batch shall submit with his
request a statement showing the batch
mark, the number of packages of each
size in such batch, the batch mark and
(unless it was previously submitted)
the date on which the latest assay of
the diethylaminoethyl ester penicillin
G hydriodide used in making such
batch was completed, the number of
units In each puch packages, the quan-
tity of each ingredient used In making
the batch, the date on which the latest
assay of the drug comprising such
batch was completed, and a statement
that each ingredient used in maling
the batch conforms to the require-
ments prescribed therefor by this sec-
tion. If such batch, or any part
thereof, Is to be packaged with a solvent,
such request shall be accompanied by a
statement that such solvent conforms to
the requirements prescribed therefor by
this section.

(2) Except as otherwise provided by
subparagraph (5) of this paragraph,
such person shall submit In connection
with his request results of the tests and
assays listed after each of the following,
made by him on an accurately represent-
ative sample of:

(1) The batch; potency, sterility,
moisture, pyrogens, toxicity, pH.

(i) The diethylaminoethyl ester peni-
cillin G hydriodide used In making the
batch; potency, crystallinity, penicillin
G content.

(3) Except as otherwise provided by
subparagraph (5) of this paragraph, If
such batch Is packaged for dispensing
such person shall submit In connection
with his request, In the quantities here-
inafter Indicated, accurately representa-
tive samples of the following:

(i) The batch:
(a) For all tests except sterility: one

Immediate container for each 5,000 Im-
mediate containers In such batch, but In
no case less than 10 or more than 17
Immediate containers.

(b) For sterility testing; 10 immediate
containers.
Such samples shall be collected by taking
single immediate containers at such In-
tervals throughout the entire time of
packaging the batch that the quantities
packaged during the intervals are ap-
proximately equal.

(ii) The diethylaminoethyl ester pen-
Icillin 0 hydrlodlde used tIf making the
batch; 3 packages containing approxi-
mately equal portions of not less than
500 milligrams each, packaged In ac-
cordance with the requirements of
§ 146a.74 (b)

(1ii) In case of an Initial request for
certification, each other ingredient used
in making the batch; one package of
each containing approximately 5 grams,

(iv) In the case of an initial request
for the certification of a batch which Is
to be packaged In combination with an
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aqueous diluent which is not recognized
by the U. S. P., or when any change is
made in the composition of such diluent;
5 packages of the diluent included in
the combination.

(4) If such batch is packaged for re-
packing, such person shall submit with
his request a sample consisting of the
following:

i) For all tests except sterility; 10
packages.

(ii) For sterility testing; 10 packages.
Each such package shall contain ap-
prommately 300 milligrams, taken from
a different part of such batch, and each
shall be packaged in accordance with the
requirements of paragraph (b) of this
section.

(5) No result referred to in subpara-
graph (2) (ii) of this paragraph, and
no sample referred to in subparagraph
(3) (ii) of this paragraph, is required
if such result or sample has been pre-
vousIy submitted.

(e) Fees. The fee for the services
rendered with respect to each batch-
under the regulations in this part shall
be:

(1) $4.00 for each immediate con-
tainer in the samples submitted in
accordance with paragraph (d) (3) ()
(a) (ii) (iII) (iv) and (4) (i) of this
section.

(2) If the Commisloner considers
that investigations, other than examina-
tion of such immediate containers, are
necessary to determine whether or not
such batch complies with the require-
ments of § 146.3 of this chapter, for the
issuance of a certificate, the cost of such
investigations.
The fee prescribed by subparagraph (1)
of this paragraph shall accompany the
request for certification unless such fee
is covered by an advance deposit main-
tamed in accordance with § 146.8 (d)
of this chapter.

§ 146a.76 Pentillin-streptomycm zn-
plantation pellets; penicillin-dihydro-
streptomycin zmplantation p3ellets-(a)
Standards of identity, strength, quaZity,
and purity. Penicillin-streptomycm im-
plantation pellets and pemcillin-dihy-
drostreptomycmi implantation pellets
are pellets composed of crystalline peni-
cillin or procaine penicillin and strepto-
mycin or dihydrostreptomycin, with or
without the addition of one or more suit-
able and harmless diluents, binders, and
lubricants. Each pellet contains not less
than 5,000 units of penicillin and not
less than 6.25 milligrams of streptomy-
cm or dihydrostreptomycm. Its mois-
ture content is not more than 5 percent.
The crystalline penicillin conforms to
the requirements of § 146a.24 (a) except
subparagraphs (2) and (4) of that para-
graph. The procaine penicillin con-
forms to the requirements of § 146a.44
(a) except subparagraphs (2) and (3)
of that paragraph. The streptomycin
used conforms to the requirements of
§ 146b.101 (a) of this chapter, except
subparagraphs (2) and (4) of that para-
graph. The dihydrostreptomycm used
conforms to the requirements prescribed
therefor by § 146b.103 of this chapter,
except the standards for sterility and
pyroges. Each other substance used, if
its name is recognized in the U. S. P. or
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N. F., conforms to the requirements
prescribed therefor by such official com-
pendum.

(b) Packagnzg. Unless each pellet is
enclosed in a foil or plastic film and such
enclosure Is a tight container as defined
by the U. S. P., except the provis ion that
it shall be capable of tight reclosure, the
immediate container shall be a tight con-
tainer as so defined. The Immediate
container may also contain a desiccant
separated from the pellets by a plug of
cotton or other like material. The com-
position of the immediate container or of
the foil or film enclosure shall be such
as will not cause any change in the
strength, quality, or purity of the con-
tents beyond any limit therefor in appli-
cable standards, except that minor
changes so caused which are normal and
unavoidable in good packaging, storage,
and distribution practice shall be dis-
regarded.
(c) LabeZing. Each package !hall

bear on its label or labeling as herein-
after indicated, the following:

(1) On the outside wrapper or con-
tainer and the Immediate container:

(I) The batch mark,
Cil) The number of units of penicillin

in each pellet of the batch.
(liI) The number of milligrams of

streptomycin or dihydrostreptomycin in
each pellet of the batch.

(iv) The statement "For veterinary
use only."

(v) The statement "Expiration date
--- ------ " the blank being filled in

with the date which is 18 months after
the month during which the batch was
certified: Provided, however That such
expiration date may be omitted from the
immediate container if such immediate
container is packaged in an individual
wrapper or container.

(2) On the circular or other labeling
within or attached to the package, if it Is
packaged for dispensing, adequate direc-
tions and warnings for the veterinary use
of such drug by the laity. Such circular
or other labeling may alko bear a state-
ment that a brochure or other printed
matter containing Information for other

'veterinary uses of such drug by a veteri-
narian licensed by law to admTinister It
will be sent to such veterinarian on
request.
(d) Request for certification; camples.

(1) In addition to complying with the
requirements of § 146.2 of this chapter,
a person who requests certification of a
batch shall submit with his request a
statement showing the batch mark, the
number of packages of each size in such
batch, the batch marks and (unless they
were previously submitted) the dates
on which the latest assays of the penicil-
lin and streptomycin or dihydrostrepto-
inycin used in making the batch were
completed, the number of units of peni-
cillin and the number of milligrn-s of
streptomycin or dihydrostreptomycin in
each pellet, the date on which the latest
assay of the drug comprising such batch
was completed, the quantity of each in-
gredient used in making the batch, and
a statement that each such Ingredient
conforms to the requirements prescribed
therefor by this section.

(2) Except as otherwise provided in
subparagraph (4) of this paragraph,
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such perzon sball submit in connection
with his request results of the tests and
azsays listed after each of the follomng,
made by him on an accurately represent-
ative sample of:

(I) The batch; potency, moisture.
(II) The penicillin used In making the

batch; potency, toxicity moisture, pH.
crystallinity. and heat stability (unless
It is procaine penicillin) penicillin M
content (unils It Is crystalline penicillin
G or procaine penicillin G), and the
penicillin G content if It is crystalline
penicillin G or procaine penicillin G.

(Ill) The streptomycin or dihydro-
streptomycin used in mahing the batch;
potency, toxicity, histamine content,
moisture, pH, streptomycin content if it
is dihydrostreptomycin, and crystallinity
If It Is crystalline dihydrostreptomycin
sulfate.

(3) Except as otherise provided by
subparamaph (4) of this paragraph.
such perzon shall submit in connection
with his request, in the quantities here-
inafter indicated, accurately represmt-
ative samples of the following:

(I) The batch; one pellet for each
5,000 pellets in the batch, but in no casa
less than 30 pellets or more than 100
pellets, collected by tating single pellets
at such intervals throughout the entire
time of tableting the batch that the
quantities tableted during the intervals
are approximately equal

() The penicillin used in making the
batch; 10 pacatges, each containing ap-
proximately equal portions of not less
than GO milligrams if It is crystalline
penicillin and not les than 300 nnmi-
grams if It is procaine penicillin, each
taken from a difierent partof such batch
and pacLaged in accordance with the re-
quirements of § 146a.24 (b) or 9 146a.44
(b)

(Ili) The streptomycin or dihydro-
streptomycin used in making the batch;
5 packages, each containing appron-
mately 0.5 gram, taken from. a different
part of such batch and pachaged in ac-
cordance with the requirements of
§ 146b.101 (b) of this chapter.

(iv) In case of an initial request for
certification, each other Ingredient used
in maing the batch; one package of
each containing approximately 5 grams.

(4) No result referred to in subpara-
graph (2) (i) and (Ill) of this para-
graph, and no sample referred to in sub-
paragraph (3) (11) and (III) of this para-
graph, is required If such result or sample
has been previously submitted.

(e) Fcco. The fees for the services
rendered with respect to each batch
under the regulations In this pa t shall
be:

(1) $1.00 for each pellet In the
sample submitted in accordance with
paragraph (d) (3) (i) of this section;
$4.00 for each package In the samples
submitted In accordance with paragraph
(d) (3) (i) and (iv) of this section;
$10.00 for each package in the sample
submitted in accordance with paragraph
(d) (3) (ill) of this section.

(2) If the Commissioner considers
that investigations other than examina-
flon of such pellets and packages ara
necezzary to determine whether or not
such batch complies with the require-
ments. of § 146.3 of this chapter, for the
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issuance of a certificate, the cost of such
investigations.
The fee prescribed by subparagraph (1)
of this paragraph shall accompany the
request for certification unless such fee
is covered by an advance deposit main-
tamed in accordance with § 146.8 (d)
of this chapter.

§ 146a.77 Benzathine penicillin G for
aqueous znjection-(a) Standards of
identity, strength, quality, and purity.
Benathme penicillin G for aqueous in-
jection is a dry mixture of benzathme
penicillin G and one or more suitable
and harmless suspending or dispersing
agents and with or without one or more
suitable and harmless preservatives,
buffer substances, and local anesthetics;
or it is an aqueous suspension of benza-
thine penicillin G and one or more suit-
able and harmless suspending or dis-
persing agents, buffer substances, and
preservatives and with or without one
or more suitable and harmless local
anesthetics. It is so purified that:

(1) If it is an aqueous suspension of
the drug, each container or each milli-
liter shall contain not less than 300,000
units.

(2) It is sterile.
(3) If it is the dry mixture of the

drug, its moisture content is not more
than 8 percent.

(4) It'is nonpyrogemc.
(5) It is nontoxic.
(6) Its pH in saturated solution is not

less than 5.0 and not more than 7.5.
The benzathine penicillin G used con-
forms to the requirements of § 146a.68
(a) Each other substance used, if its
name is recognized in the U. S. P or
N. F., conforms to the standards pre-
scribed therefor by such official com-
pendium.

(b) Packagzng. In all cases the im-
mediate containers shall be tight con-
tainers as defined by the U. S. P., shall
be sterile at the time of filling and
closing, shall be so sealed that the con-
tents cannot be used without destroying
such seal, and shall be of such composi-
tion as will not cause any change rn-the
strength, quality, or purity of the con-
tents beyond any limit therefor in
applicable standards, except that minor
changes so caused which are normal and
unavoidable in good packaging, storage,
and distribution practice shall be disre-
garded. In case it is packaged for dis-
pensing, it shall be in immediate con-
tainers of colorless, (unless it is intended
solely for veterinary use) transparent
glass, closed by a substance through
which a hyprodermic needle may be in-
troduced and withdrawn without re-
moving the closure or destroying its ef-
fectiveness. If it is the dry mixture
of the drug, each such container shall
contain 300,000 units, 600,000 units,
900,000 units, 1,200,000 units, 1,500,000
units, 2,400,000 units, or 3,000,000 units,
unless it is intended solely for veterinary
use and is conspicuously so labeled.
Each such container may be packaged
In combination with a container of a
suitable aqueous diluent. If it is the
aqueous suspension of the drug, each
such container shall contain not less
than 1 milliliter (unless it is pack-
aged to contain a single dose) and not

more than 10 milliliters (unless it
is intended solely for veterinary use
and is conspicuously so labeled) and
each shall be filled with a volume in ex-
cess of that designated, which excess
shall be sufficient to permit the with-
drawal and the administration of the
volume indicated, whether administered
in either single or multiple doses.

(c) Labeling. Each package shall
bear, on its label or labeling as herein-
after indicated, the following:

(1) On the outside wrapper or con-
tainer and the immediate container-

(I) The batch mark.
(ii) The number of units in the im-

mediate container.
(ii) The statement "Expiration date

----- ," the blank being-filled In,
if it is a dry mixture of the drug, with
the date which is 48 months, or if it Is
the aqueous suspension of the drug, with
the date which is 18 months after the
month during which the batch was
certified, except that the blank may be
filled in with the date which is 24 months
after the month during which the batch
was jcertified, if the person who requests
certification has submitted to the Com-
missioner results of tests and assays
showing that after having been stored for
such period of time such drug as pre-
pared by him complies with the standards
prescribed by paragraph (a) of this
section: Provided, however that such
expiration date may be omitted from the
immediate container if such immediate
container is packaged in an individual
wrapper or container.
(iv) The statement "For intramuscu-

lar use only."
(v) If the drug contains preservatives

or anesthetics, the name and quantity
of each such added ingredient.

(2) On the outside wrapper or con-
tainer:

(i) If it is the aqueous suspension of
the drug, the statement "Store in re-
frigerator not above 15" C. (59 ° F.)" or
"Store below 15' C. (590 F.) " unless the
person who requests certification has
submitted to the Commissioner results
of tests and assays showing that such
drug as prepared by him complies with
the stan~lards prescribed by paragraph
(a) of this section after having been
stored at room temperature.

(i) The statement "Caution: Federal
law prohibits dispensing without pre-
scription," unless it is packaged for dis-
pensing and It is intended solely for
veterinary use and is conspicuously so
labeled.

(3) On the circular or other labeling
within or attached to the package, if it Is
packaged for dispensing:

(i) If it is intended for use by man,
gdequate directions and warnings for its
use by practitioners licensed by law to
administer such drug.

(ii) If it is intended solely for veter-
tnary use and is conspicuously so labeled,
adequate directions and warnings for the
veterinary use of such drug by the laity.
Such circular or other labeling may also
bear a statement that a brochure or
other printed matter containing Infor-
mation for other veterinary uses of such
drug by a veterinarian licensed by law
to administer It will be sent to such vet-
erinanan on request.

(i1) If It is the dry mixture of the
drug, the conditions under which sus-
pensions made fiom such drug should
be stored, and the statement "Sterile
suspension may be kept at room tem-
perature for 1 week, or In refrigerator
for 3 weeks, without significant loss of
potency."

(d) Request for certification, sam-
pies. (1) In addition to complying with
the requirements of § 146.2 of this chap-
ter, a person who requests certification
of a batch of benzathine penicillin a
for aqueous injection shall submit with
his request a statement showing the
batch mark, the number of packages of
each size in such batch, the batch mark
and (unless It was previously submitted)
the date on which the latest assay
of the benzathine penicillin 0 used in
making such batch was completed, the
number of units in each of such pack-
ages, the quantity of each Ingredi-
ent used 'in making the batch, -the
date on which the latest assay of the
drug comprising such batch was com-
pleted, and a statement that each Ingre-
dient used In making the batch conforms
to the requirements prescribed therefor,
if any, by this section. If such batch,
or any part thereof, Is to be packaged
with a solvent, such request shall also
be accompanied by a statement that
such solvent conforms to the require-
ments prescribed therefor by this section,

(2) Except as otherwise provided by
subparagraph (5) of this paragraph,
such person shall submit In connection
with his request results of the tests and
assays listed after each of the following,
made by him on an accurately repre-
sentative sample of:

(I) The batch; potency, sterility,
moisture (unless it Is an aqueous sus-
pension of the drug), pyrogens, toxicity,
pH.

(ii) The benzathlne penicillin 0 used
in making the batch; potency, penicillin
G content, crystallinity.

(3) Except as otherwise provided by
subparagraph (5) of this paragraph, if
such batch Is packaged for dispensing,
such person shall submit In connection
with his request, in the quantities here-
inafter indicated, accurately representa-
tive samples of the following:

(I) The batch:
(a) For all tests except sterility' one

immediate container for each 5,000 im-
mediate containers In such batch, but
in no case less than 10 or more than 17
immediate containers,

(b) For sterility testing; 10 Immediate
containers.
Such samples shall be collected by tak-
ing single immediate containers at such
Intervals throughout the entire time of
packaging the batch that the quantities
packaged during the intervals are ap-
proximately equal.

(ii) The benzathine penicillin 0 used
in making the batch; three packages
containing approximately equal portions
of not less than 500 milligrams each,
packaged In accordance with the 'e-
quirements of § 146a.08 (b)
(ill) In case of an initial request for

certification, each other Ingredient used
In making the batch; one package of
each containing approximately 5 grams.
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(iv) In case of an initial request for
the certification of a batch of benzathine
penicillin G for aqueous injection which
is to be packaged in combination with
an aqueous diluent which is not recog-
nized by the U. S:P., or whenany change
is made in the composition of such
diluent, five packages of the diluent
included-in the combination.

(4) If such batch is packaged for re-
packing, such person shall submit with
Ins request a sample consisting of the
following:

(i) For all tests except sterility* 10
packages.

(ii) For sterility testing; 10 packages.
Each such package shall contain not less
than approximately 300 milligrams
taken from different parts of such batch,
,and each shall be packaged in accord-
ance with the requirements of para-
graph (b) of this section.

(5) No result referred to in subpara-
graph (2) (ii) of this paragraph, and no
sample referred to in subparagraph (3)
(ii) of tins paragraph, is required if such
result or sample has been previously
submitted.

(e) Fees. The fee for the services
rendered with respect to each batch un-
der the regulations in this part shall be:

(1) $4.00 for each immediate container
in the samples submitted in accordance
with paragraph (d) (3) (i) (a) (i, (ii),
(iv) and (4) (1) of this section.

(2) If the Commissioner considers
that investigations, other than examina-
tion of such immediate containers, are
necessary to determine t~hether or not
su6h batch complies with the require-
ments of § 146.3 of this chapter; for the
issuance of a certificate, the cost of such
investigations.
The fee prescribedby subparagraph (1)
of this paragraph shall accompany the
request for certification unless such fee
is covered by an advance deposit main-
tamed in accordance with § 146.8 d) of
this chapter.

§ 146a.78 Benzathine penicillin G and
buffered crystalline penicillin for aque-
ous inyection. (a) Benzathme penicillin
G and buffered crystalline penicillin for
aqueous injection conforms to all re-
quirements prescribed by § 146a.77 for
the dry mixture of penicillin G for aque-
ous injection, and is. subject to all pro-
cedures prescribed by § 146a.77 for the
dry mixture of benzathine penicillin G
for aqueous injection, except that:

(1) Each immediate container shall
contain not less than 50,000 units of buf-
fered crystalline penicillin for each 300,-
000 units of benzathme pemcillin G.
The buffered crystalline penicillin con-
forms to the requirements prescribed
therefor by § 146a.37.

(2) In lieu of the labeling prescribed
for benzathme penicillin G for aqueous
injection by § 146a.77 c) (1) (ii) each
package shall bear, on the outside wrap-
per or container and the immediate con-
tamer, the number of units of benzathme
penicillin G and the number of units of
tuffered crystalline penicillin in the im-
mediate container. The circular or
other labeling within or attached to the
package, if it is packaged for dispensing,
shall bear, in lieu of the statement pre-
scribed by § 146a.77 c) (3) (iii), the
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statement "Sterile suspension may be Its outside wrapper or container and the
kept in refrigerator for 1 whee without Immediate container, as hereinafter in-
significant loss of potency." dicated, the following:

(3) In addition to complying with the (1) The batch marl.
requirements of § 146a.77 (d), a person (2) The weight of the drug and the
who requests certification of a batch of number of units in the immediate con-
benzathlne penicillin G and buffered tainer.
crystalline penicillin for aqueous nJec- (3) The statement "Expiration date
tion shall submit with his request a , the blanh being filled in
statement showing the batch mark and with the date which Is 36 months after
(unless It was previously submitted) the month during which the batch was
the results and date of the latest tests certified: Provided, however That such
and assays of the buffered crystalline expiration date may be omitted from
penicillin used in making the batch for the immediate container if such ime-
potency, crystallinity, heat stability, diate container is packaged in an indi-
penicillin K content (unless It is buffered vidual wrapper or container.
crystalline penicillin G) and the peni- (4) The statement 'Tor manufactur-
cillin G content if it is buffered crystal- ing use only."
line penicillin G, the number of units (5) The statement "Caution: Federal
of benzathme penicillin G and the num- law prohibits dispensIng without pre-
ber of units of buffered crystalline pent- scriptlon."
cillin in each immediate container of d) Request for certification, checT:
the batch. He shall also submit in con- tests and assays; samples. (1) In addi-
nection with his request a sample con- tion to complying with the requirements
sisting of three packages containing ap- of § 146.2 of this chapter, a person
proximately equal portions of not less who requests certification of a batch
than 250 milligrams each of the buffered of chloroprocalne penicillin 0 shall sub-
crystalline penicillin used in malng the mlt with his request a statement shov-
batch. If such batch is packaged for Ing the batch mark, the number of
repacking, each portion in the sample packages; of each size in the batch,
required by § 146a.77 d) (4) shall con- the weight of the drug and the num-
sist of approximately 400 Mimngrai3; in ber of units in each package, and
lieu of 300 milligrams. (unless It was previously submitted) the

(b) The fee for the services rendered date on which the latest assay of the
with respect to each immediate container drug comprising the batch was corn-
in the sample of buffered crystalline pen- pleted. Such request shall be accom-
Icillin submitted in accordance with the panied or followed by the results of tests
requirements prescribed therefor by this and assays made by him on the batch for
section shall be $4.00. potency, sterility, toxicity, pyrogens,

§ 146a.79 Chloroprocalnc penicillin 0 moisture, pH, crystallnitny, chloropro-
(penicillin 0 choroprocaine salt)-a) cane penicillin 0 content, and chioro-
Standards of identity, strength, quality, procaine penIcillin G content,
and purity. Chloroprocalne penicillin O (2) Such person shall submit in con-
is the crystalline 2-chloroprocaine salt nection with his request an accurately
of penicillin 0 prepared from 2-chloro- representative sample of the batch:
procaine hydrochloride (95 percent (I) For all tests except sterility; 10
purity and a melting point of 171-176 ° package.
C.) and crystalline penicillin 0. It con- (i) For sterility testing; 10 packages.
tains not less than 85 percent of the Each such package shall contain ap-
2-chloroprocaine salt of penicillin 0 and proximately 300 milligrams takenfrom a
not more than 0.5 percent of the 2-chlo- different part of such batch, and each
roprocaine salt of penicillin G. Each shall be packaged in accordance with
such drug is so purified and dried that: the requirements of paragraph (b) of
(1) Its potency Is not less than 850 this section.
(1nits pe ncy milig . n(3) In connection with contemplated

units per lra. requests for certification of batches of
(2) It is sterile. another drug In the manufacture of
(3) It is nonpyrogenic. which chloroprocaine penicillin 0 is to
(4) It is nontoxic. be used, the manufacturer of a batch(5) Its moisture content Is not more ihi oue a eu. h on

than 4.2 perceilt. which Is so used may request the Com-
(6) Its PH in aturated'aqueous rolu- mlss ioner to make check tests and assays

on a sample of such batch taken as pre-
tion is not less than 5.0 and not more scribed by subparagraph (2) of thisthan 7.5.

(b) Paccaging. In all case the r. paragraph. From the information re-

mediate containers shall be tight con- quiredbysubpargraph l) of thisp -
tainers as defined by the U. S. P., shall graph may be omitted reults of tests
be sterile at the time of filling and clos- when used in such other dru bThe
ing, shall be so sealed that the contents Commissioner shall report to such man-
cannot be used without destroying the ufacturer results of such check tests and
seal, and shall be of such composition asaysuasrresof ucest es
as Will not cause any change in the says as are so requesed.
strength, quality. or purity of the con- (e) Fees. The fee for the services
tenth qdayli or endered with respect to each batch un-
tents beyond any liit therefor In ap- der the reaulations in this part shall be:
plicable standards, except that minor (1) $4.00 for each immediate con-
changes so caused which are normal and taner in the samples submitted in ac-
unavoidable in good packaging, storage, cordance with paragraph (d) (2) (i) and
and distribution practice shall be dis- (3) of this section.
regarded. (2) If the Commissioner considers

Kc) Labeling. Each packIage of that inveztigations other than the ex-
chloroprocaine penicillin 0 shall bear on amination of such immediate containers
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are necessary to determine whether or
not such batch complies with the re-
quirements of § 146.3 of this chapter,
for the issuance of a certificate, the cost
of such investigations.

The fee prescribed by subparagraph (1)
of this paragraph shall accompany the
request for certification unless such fee
is covered by an advance deposit main-
tamed in accordance with § 146.8 (d)
of this chapter.

§ 146a.80 Chloroprocaine penzei.lin 0
for aqueous zn2ectiot-(a) Standards of
2dentity, strength, quality, and purity.
Chloroprocame penicillin 0 for aqueous
injection is a dry mixture .of chloropro-
caine penicillin 0 and one or more suit-
able and harmless suspending or dis-
persing agents, with or without one or
more suitable and harmless buffer sub-
stances. It is so purified and dried that:

(1) It is sterile.
(2) Its moisture content is not more

than 4.2 percent.
(3) It is nonpyrogenic.
(4) It is nontoxic.
(5) Its pH in saturated -aqueous solu-

tion is not less than 5.0 and not more
than 7.5,
The chloroprocame pemcillin 0 used
conforms to the requirements of § 146a.79
(a) Each other substance used, if Its
name is recognized in the. U. S. -P or
N. F., conforms to the standards pre-
scribed therefor by such official com-
pendium.

(b) Packagmng. Iih all cases the m-
mediate containers shall be tight con-
tainers as defined by the U. S. P.,,shall
be sterile at the time of filling and clos-
Ing, shall be so sealed that the contents
cannot be used without destroying such
seal, and shall be of such composition
as will not cause any change in the
strength, quality, or purity of the con-
tents beyond any limit therefor in appli-
cable standards, except that minor
changes so caused which are normal and
unavoidable in good packaging, storage,
and distribution practice shall be disre-
garded. In case it is packaged for dis-
pensing, it shall be in immediate con-
tainers of colorless, transparent glass,
closed by a substance through which a
hypodermic needle may be introduced
and withdrawn without removing the
closure or destroying Its effectiveness.
Each such container shall contain 300,-
000 units, 600,000 units, 900,000 units,
1,200,000 units, 1,500,000 units, or 3,000,-
000 units, unless it is intended solely for
veterinary use and is conspicuously so
labeled. Each such container may be
packaged in combination with a con-
tainer of a suitable aqueous diluent.
(c) Labeling. Each package shall

bear, on Its label or labeling, as herein-
after. indicated, the following:

(1) On the outside wrapper or con-
tainer and the Immediate container:

(I) The batch mark.
(ii) The number of units in the im--

mediate container.
(iii) The statement "Expiration date

," the blank being filled in
with the date which is 36 months after
the month during which the batch was
certified: Provided, however That such
expiration date may be omitted from the
immediate container if such immediate

container is packaged In an individual
wrapper or container.

(iv) The statement "For intramus-
cular use only."

(2) On the outside wrapper or con-
tainer, the statement "Caution: Fed-
eral law prohibits dispensing without
prescription," unless it is intended solely
for veterinary use and is conspicuously
so labeled.

(3) On thecircular or other labeling
within or attached to the package, if It
is packaged for dispensing:

(i) If It is intended for use by man,
adequate directions and warnings for
its use by practitioners licensed by law
to administer such drug.

(if) If it is intended solely for veter-
inary use and is conspicuously so labeled,
adequate directions and warnings for the
veterinary use of such drug by the laity.
Such circular or other labeling may also
bear a statement that a brochure or
other printed matter containing infor-
mation for other veterinary uses of such
drug by a veterinarian licensed by law
to admimster it will be sent to such
veterinarian on request.

(ifi) The conditions under which sus-
pensions made from such drug should
be stored, and the statement "Sterile
suspension may be kept at room tem-
perature for 1 week, or in refrigerator for
3 weeks, iithout significant loss of
potency."

(d) Request -for certifieation; sam-
ples. (1) In addition to complying with
the requirements of § 146.2 of this
chapter, -a person who requests certi-
fication of a batch of chloroprocame
penicillin 0 for aqueous injection shall
submit with his request a statement
showing the batch mark, the number
of packages of each size in such batch,
the batch mark and (unless it was
previously submitted) the date on
which the latest assay of thE chioropro-
came penicillin 0 used in making such
batch was completed, the number of
units in each of such packages, the quan-
tity of each ingredient used In making
the batch, the date on which the latest
assay of the drug comprising such batch
was completed, and a statement that
each ingredient used in making the batch
confornis to the requirements prescribed
therefor, if any, by this section. If such
batch, or any part thereof, is to be pack-
aged with a solvent, such request shall
also be accompanied by a statement that
such solvent conforms to the require-
ments prescribed therefor by this
section.

(2) Except as otherwise provided by
subparagraph (5) of this paragraph,
such person shall submit in connection
with his request results of the tests and
assays listed after each of the following,
made by him on an accurately repre-
sentative sample of:

(I) The batch; potency, sterility,
-moisture, pyrogens, toxicity, pH.

(ii) The chloroprocame penicillin 0
used in making the batch; potency
crystallinity, penicillin 0 content, and
penicillin G content.

(3) Except as otherwise provided by
subparagraph (5) oil this paragraph, if
such-batch is packaged for dispensing,
such person shall submit in connection

with his request, in the quantities here-
inafter indicated, accurately representa-
tive samples of the following:

(1) The batch:
(a) For all tests except sterility; one

immediate container for each 5,000 im-
mediate containers in such batch, but in
no case less than 10 or more than 1'1
immediate containers.

(b) For sterility testing; 10 immedi-
-ate containers.

Such samples shall be collected by tak-
ing single immediate containers at such
intervals throughout the entire time of
packaging the batch that the quantities
packaged during the intervals are ap-
proximately equal.

(HI) The chloroprocaine penicillin 0
used in making the batch: six packages.
containing approximately equal por-
tions of not less than 300 milligrams
each.

(iWi) In case of an Initial request for
certification, each other Ingredient used
In making the batch; one package of
each containing approximately 5.0
grams.

(iv) In case of an initial request for
the certification of a batch of chloro-
procaine penicillin 0 for aqueous Injec-
tion which Is to be packaged in combina-
tion with an aqueous diluent which Is
not Tecognized by the 19. S. P., or when
any change is made In the composition
of such, diluent, five packages of the
diluent included in'the combination.

(4) If such batch is packaged for re-
packing, such person shall submit with
his request a sample consisting of the
following:

(I) For all tests except sterility; 10
packages.

(M) For sterility testing; 10 packages.
Each such package shall contain not
less than approximately 300 milligrams
taken from different parts of such batch,
and each shall be packaged In accord-
ance with the requirements of paragraph
(b) of this section.

(5) No rdsult referred to in subpara-
graph (2) (11) of this paragraph, and no
sample referred to in subparagraph (3)
(if) of this paragraph, Is required if such

result or sample has been previously sub-
mitted.

(e) Fees. The fee for the services
rendered with respect to each batch un-
der the regulations In this part shall be:

(1) $4.00 for each immediate con-
tainer in the samples submitted in ac-
cordance with paragraphs (d) (3) (i)
(a), (ii) (iII) and (Iv) and (4) (1) of
this section.

(2) If the Commissioner considers
that investigations, other than exami-
nation of such immediate containers,
are necessary to determine whether or
not such batch complies with the re-
quirements of § 146.3 of this chapter for
the Issuance of a certificate, the cost of
such investigations.

The fee prescribed by subparagraph (1)
of this paragraph shall accompany the
xequest for certification unless such fce
Is covered by an advance deposit main-
tained in accordance with § 146.8 (d)
of this chapter,

§ 146a.81 Penicillin-streptomvicln vayI-
rnal suppositories; penicillin- ilmdro-
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streptomyczn vaginal suppositories. (a)
Pemcillin-streptomycm vaginal supposi-
tories and pemcillin-dihydrostreptomy-
cm vaginal suppositories conform to all
requirements prescribed by § 146a.36 for
penicillin vaginal suppositories and are
subject to all procedures prescribed by
that section for penicillin vaginal sup-
positones, except that:

(1) Each suppository shall contain not
less than 200 milligrams of streptomycin
or dihydrostreptomycn. The strepto-
mycin used conforms to the standards
prescribed by § 146b.101 (a) of this
chapter, except subparagraphs (2) (4),
and (5) of thi, t paragraph. The dihy-
drostreptomycm used conforms to the
standards prescribed by § 146b.103 of
this chapter except the standards for
sterility, pyrogens, and histamine.

(2) In lieu of the labeling prescribed
for penicillin vaginal suppositories by
§ 146a.36 (c) (1) (ii) each package shall
bear on the outside wrapper or container
and the immediate container the num-
ber of units of penicillin and the num-
ber of milligrams of streptomycin or
dihydrostreptomycm in each suppository
of the batch.

(3) In addition to complying with the
requirements of § 146a.36 (d) a person
who requests certification of a batch of
penicillin-streptomycin vaginal sup-
positories or pemcillin-dihydrostrepto-
mycm vaginal suppositories shall submit
with his request a statement showing the
batch mark and (unless it was previously
submitted) the results and the date of
the latest tests and assays of the strepto-
mycin or dihydrostreptomycm used in
making the batch for potency, toxicity,
moisture, pH, streptomycin content if
it is dihydrostreptomycm and crystal-
linity if it is crystalline dibydrostrepto-
mycm, and the number of units of peni-
cillin and the number of milligrams of
streptomycin or dihydrostreptomycm in
each suppository in the batch. He shall
also submit in connection with his re-
quest a sample consisting of not less
than 30 suppositories and (unless it was
previously submitted) a sample consist-
ing of 5 packages containing approxi-
mately equal portions of not less than 0.5
gram each of the streptdmycm or dihy-
drostreptomycin used in making the
batch, packaged in accordance with the
requirements of § 146b.101 Cb) of this
chapter.

(b) The fee for the services rendered
with respect to each immediate con-
tainer in the sample of streptomycin or
dihydrostreptomycin submitted in ac-
cordance with the requirements pre-
scribed by this section shall be $4.00.

§ 146a.82 Penwcillin-streptomycn-bac-
itractn dental paste; penzcillin-dihydro-
streptomycin-bacitracin dental paste-
(a) Standards of identity, strength,
quality, and purity. Pemcillin-strepto-
mycin-bacitracm dental paste and peni-
cillin - dihydrostreptomycm - bacitracin
dental paste is calcium penicillin, crys-
talline sodium or potassium penicillin,
or procaine penicillin, streptomycin or
dihydrostreptomycm, bacitracm, and so-
dium caprylate in a suitable and harm-
less base. Its moisture content is not
more than 2 percent. It contains not
less than 200,000 units of penicillin, not
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less than 2,000 units of bacitracin, and
not less than 0.20 gram of streptomycin
or dihydrostreptomycin per milliliter.
The calcium penicillin or crystalline
penicillin used conforms to the require-
ments of § 146a.24 (a) except the limita-
tion on penicillin K content, and except
subparagraphs (1) and (4) of that
paragraph, but its potency is not lezz
than 300 units per ml lgram. The
procaine penicillin used conforms to the
requirements of § 146a.44 (a) except sub-
paragraph (3) of that paragraph. The
streptomycin used conforms to the
standards prescribed by § 146b.101 (a)
of this chapter except subparagraphs
(4) and (5) of that paragraph. The dl-
hydrostreptomycin used conforms to the
standards prescribed by § 146b.103 of
this chapter except the standards for
pyrogens and histamine. The bacitra-
cin used conforms to the standards pre-
scribed therefor by § 146e.401 (a) of this
chapter except subparagraphs (1) and
(4) of that paragraph, but its potency
is not less than 30 units per milligram.

(b) Packaging. The drug shall be
packaged in immediate containers of
transparent glass which meet the test
for tight containers as defined by the
U. S. P. Each such glass container shall
be so sealed that the contents cannot b3
used without destroying such zeal and
shall be closed by a substance through
which a hypodermic needle may be intro-
duced and withdrawn without destroying
its effectiveness. The immediate con-
tainer and closure shall be such as will
not cause any change in the strength,
quality, or purity of the contents beyond
any limit therefor In applicable stand-
ards, except that minor changes so
caused which are normal and unavoid-
able in good packaging, storage, and dis-
tribution practice shall be disregarded.
(c) Labeling. Each package of the

drug shall bear on its label or labeling,
as hereinafter indicated, the following:
(1) On the outside wrapper or con-

tainer and the Immediate container:
(I) The batch mark.
(fi) The number of units of penicillin

and bacitracin, the number of miligralm
of streptomycin or dihyrdostreptomycin,
and the quantity of sodium caprylate in
each milliliter of the batch.

(iii) The statement "Fok endodontie
use only."

(iv) The statement "Ex.piration date
/ the blank being filled in

with the date which is not more than
12 months after the month during which
the batch was certified, except that the
blank may be filled in with the date
which Is 18 months after the month
during which the batch was certified
if the person who requests cert4fication
has submitted to the CommilsIoner re-
sults of tests and assays showing that
such drug as prepared by him is stable
for such period of time: Provided, how-
ever That such expiration date may be
omitted from the immediate container if
such immediate container is paclaged
in an individual wrapper or container.

(2) On the outside wrapper or con-
tainer, the statement "Caution: Federal
law prohibits dispensing without pre-
scrlption."

(3) On the circular or other labeling
within or attached to the paclmge, if it
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I- pac"-'ged for dispensing, adequate di-
rections and warnings for its use by
practitioners licensed by law to adminis-
ter such drug.

Cd) Request for cerdification; samples.
(1) In addition to complying with the
requirements of § 146.2 of this chapter, a
person who requests certification of a
batch of penicillin-streptomycin-bac-
tracin dental paste or penicillin-dihydro-
streptomycin-bacitracin dental paste
shall submit with his request a state-
ment showing the batch marl;, the
number of pachages of each size in
such batch, the batch mark, and (un-
less they were previously submitted)
the dates of the latest teats and assays
of the penicillin, streptomycin or diby-
drostreptomycin, and bacitracin used in
making the batch.

(2) Except as otherwise provided by
subparagraph (4) of this paragraph,
such person shall submit in connection
with his request results of the tests and
assays llstcd after each of the following.
made by him on an accurately repre-
sentative sample of:

(I) The batch; potency, sterility, and
moisture.

(il) The penicillin used In maTng the
batch; potency, toxicity, sterility, mois-
ture, pH, crystallinity If It is crystalline
penicillin, heat stability if It is crystal-
line sodium or potassium penicillin, the
peniciln G content if it is crystalline so-
dium or potassium penicillin G, and the
procaine penicillin G content if It is pro-
caine penicillin G.

(i) The streptomycin or dihydro-
streptomycln used in mahing the batch;
potency, toxicity, sterility, moisture,
pH. streptomycin content if It is dily-
drostreptomycin, and crystallinity if it
is crystalline dihydrostreptomycin sul-
fate.

Civ) The bacltracin used In making
the batch; potency, toxicity, sterility,
moisture, and pH.

(3) Except as otherwise provided by
subparagraph (4) of this paragraph,
such person shall submit In connection
with his request, In the quantities here-
inafter indicated, accurately represent-
ative sample3 of the following:

(I) The batch:
(a) For all tests except sterility, one

package for each 500 packages in the
batch, but In no case less than 5 pack-
ages or more than 12 packages.

(b) For sterility testing; 10 packages.
Such sample3 shall be collected by tak-
ing single packmge3 at such intervals
throughout the entire time of packaging
the batch that the quantities packaged
during the intervals are approximately
equal.

(i) The penicillin used in making the
batch:

(a) For all tests except sterility, 5
packagfe, or In the case of crystalline
penicillin, 10 packhages, each containing
approximately equal portions of not less
than 60 mili"ra ,ms if it is not procamne
penicillin, and not less than 300 mili-
grams f It Is procaine penicillin.

b) For sterility testing:; 10 packages,
each containing approximately equal
portions of 300 milligrams.
Such samples shall be pa'.- ged in ac-
cordance with the requirements of
§ 14G,024 (b) or . 146a.41 (b)
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(ili) The streptomycin or dihydro-
streptomycm used in making the batch:

(a) For all tests except sterility- 5
packages containing approximately
equal portions of not less than 0.5 gram.

(b) For sterility testing; 10 packages,
each containing approximately equal
portions of 0.5 gram.
Such samples shall be packaged in ac-
cordance with the requirements of
j 146b.101 (b) of this chapter.

(iv) The bacitracin used in making
the batch:

(a) For all tests except sterility- 6
packages, each containing approxi-
mately equal portions of not less than
0.5 gram.

(b) For sterility testing; 10 packages,
each containing approximately equal
portions of 0.5 gram.
Such samples shall be packaged in ac-
cordance with the requrements of
§ 146e.401 (b) of this chapter.

(v) In case of an initial request for
certification, each other ingredient used
In making the batch; one package of
each containing approximately 5 grams.

(4) No result referred to in subpara-
graph (2) (i) (iii) and (iv) of this
paragraph, and no sample referred to in
subparagraph (3) (fi) (iii) and (iv) of
this paragraph, is required if such result
or sample has been previously submitted.

(e) Fees. The fee for the services
rendered with respect to each batch of
pemcilln-streptomycin-bacitracm den-
tal paste or penicillin-dihydrostrepto-
mycin-bacitracin dental paste under the
regulations in this part shall be:

(1) $4.00 for each package in the
samples submitted in accordance with
paragraph (d) (3) (1) (a) (ii) (a) (Ili)
(a) (iv) (a) and (v) of this section.

(2) If the Commissioner considers
that Investigations, other than examina-
tion of such packages, are necessary to
determine whether or not such batch
complies with the requirements of
§ 146.3 of this chapter for the issuance
of a.certificate, the cost of such investi-
gations.
The fee prescribed by subparagraph (1)
of this paragraph shall accompany the
request for certification unless such fee
is covered by an advance deposit main-
tained in accordance with § 146.8 (d) of
this chapter.

§ 146a.84 Penicillin and dihydrostrep-
tomycm-streptortycrn sulfates, procatne
penicillin in dihydrostreptomyczn-strep-
tomyczn sulfates solution-(a) Stand-
ards of identity, strength, quality, and
purity. Penicillin and dihydrostrepto-
inycln-streptomycin sulfates and pro-
caine penicillin in dihydrostreptomycm-
streptomycin sulfates solution conform
to the standards prescribed by § 146b.113
(a) of this chapter for dihydrostrepto-
mycin - streptomycin sulfates, except
that:

(1) It contains dry procaine penicil-
lin, benzathine penicillin G, crystalline
sodium pemcillin or potassium pemcil-
lin, or a ,mixture of any combination
of such salts, dr it contains procaine
penicillin suspended in an aqueous solu-
tion of dihydrostreptomycm-streptomy-
cm sulfates. The procaine penicillin
used conforms to the requirements pre-
scribed by § 146a.44 (a) - The crystal-
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line penicillin used conforms to the re-
quirements prescribed for crystalline
penicillin by § 146a.24 (a) The benza-
thine penicillin G used conforms to the
requirement prescribed by § 146a.68 (a)

(2) It may contain suitable and harm-
less buffer substances, preservatives, sus-
pending, dispersing, and stabilizing
agents. Each such substance, if its
name is recognized in the U. S. P. or
N. F., conforms to the standards pre-
scribed therefor by such official com-
pendium.

(3) The moisture content of the dry
mixture is not more than 3.5 percent, ex-
cept if it contains procaine penicillin its
moisture content is not more than 4.2
percent, and if it contains benzathne
penicillin G its moisture content is not
more than 6 percent.

(4) The pH of a solution or a suspen-
sion prepared as directed in its labeling
is not less than 5.0 and not more than
7.5.

(M) Packaging. It shall be packaged
in accordance with the requirements
prescribed by § 146b.113 (b) of -this
chapter, except that each immediate
container or each milliliter shall contain
not less than 300,000 units of penicillin,
0.15 gram dihydrostreptomycm, and 0.15
gram streptomycin.

(W) Labeling. If it is the dry mixture,
it shall be labeled in accordance with the
requirements prescribed by § 146a.58 (c)
except that each package shall bear on
the outside wrapper or container and
the immediate container the number of
units of each salt of pemcillin,.the num-
ber of grams of dihydrostreptomycin,
and the number of grams of streptomy-
ci in the immediate contaiher. f it is
the suspension of the drug, it shall be
labeled in accordance with the require-
ments prescribed by § 146a.67 (c) except
that each package shall bear on the out-
side wrapper or container and the im-
mediate container the number of units
of procaine penicillin, the number of
grams of dihydrostreptomycin, and the
number of grams of streptomycin in
each milliliter in the immediate con-
tainer.

(d) Request for certification; samples.
(1) In addition to coinplying with the re-
quirements of § 146b.113 (d) (1) of tins
chapter, a person who requests certifica-
tion of a batch shall submit a statement
showing the dates on which the latest
assays of the penicillin used in making
the batch were completed (unless they
were previously submitted) the batch
marks, and the content of each salt of
penicillin in each container.

(2) Except as otherwise provided by
subparagraph (5) of this paragraph,
such person shall submit in connection
with his request, results of the tests and
assays listed after each of the following
made by him on an accurately represent-
ative sample of:

(i) The batch; content of each salt of
penicillin, content of dihydrostreptomy-
cin and streptomycin, sterility, toxicity,
pyrogens, moisture (if it is the dry mix-
ture) and pH.

(ii) The procaine penicillin used in
making the batch; potency, crystallinity,
penicillin K content (unless it is peni-
cillin G) and the penicillin G content if
it is procaine penicillin G.

(li) The crystalline sodium or Potas-
slum penicillin used In making the
batch; potency, crystallinity, heat stabil-
ity, pencillin K content (unless it is crys-
talline penicillin G) and the penicillin
G content If it Is crystalline penicillin G,

(iv) The benzathine penicillin G used
in making the batch; potency, crystal-
inity, and penicillin Q content.

(v) The dlhydrostreptomycin and
streptomycin used In making the batch;
potency, histamine content, and crystal-
linity if It is crystal)line dthydrostrep-
tomycin.

(3) Except as otherwise provided by
subparagraph (5) of this paragraph, if
such batch is packaged for dispensing
such person shall submit in connection
with his request, in the quantities here-
inafter Indicated, accurately representa-
tive samples of the following:

(I) The batch:
(a) For all tests except sterility: one

Immediate container for each 5,000 im-
mediate containers In such batch, but in-
no case less than 13 (14, If It contains
benzathine penicillin () or more than 19
immediate containers.

.(b) For sterility testing: 10 immedi-
ate containers.

Such samples shall be collected by tak-
ing single Immediate containers at such
Intervals throughout the entire time of
packaging the batch that the quanti-
ties packaged during the Intervals arc
approximately equal.

(ii) The procaine penicillin used in
making the batch; 3.packages contain-
ing approximately equal portions of not
less than 0.5 gram, each packaged in
accordance with the requirements of
§ 146a.44 (b)

(ii) The crystalline penicillin used In
making the batch: 3 packages contain-
ing approximately equal portions of not
less than 250 milligrams, each packaged
in accordance with the requirements of
§ 146a.24 (b)

(1v) The benzathine penicillin G used
in making the batch; 3 packages con-
taining approximately equal portions of
not less than 0.5 gram each, packaged
In accordance with the requirements of
§ 146a.68 (b)

(v) The dihydrostreptomycin and
streptomycin used in making the batch;
3 packages of each salt containing ap-
proximately equal portions of not less
than 0.5 gram, each packaged in ac-
cordance with the requirements of
§ 146b.101 (b) of this chapter.

(vi) In case of an Initial request for
certification, each other ingredient
used in making the batch; one package
of each containing approximately 5.0
grams.

(4) If such batch Is packaged for re-
packing such person shall submit with
his request a sample consisting of the
following:

(i) For all tests except sterility' 13
(14, if It contains benzathine penicillin
G) approximately equal portions of at
least 2.0 grams.

(HI) For sterility testing; 10 approxi-
mately equal portions of at least 0.5
gram.
Each such portion shall be taken from
a different part of such batch and each
shall be packaged in a separate con-
tainer and in accordance with the re-
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qurements of paragraph (b) of this
section.

(5) No result referred to in subpara-
graph (2) (ii) (iii), (iv) and (v) of this
paragraph, and no sample referred to
in subparagraph (3) (ii) (i), (iv) and
(v) of this paragraph is required if such
result or sample has been previously sub-
mitted.

(e) Fees. The fee for the services
rendered with respect to each batch
under the regulations in this part
shall be:

(1) $4.00 for each immediate con-
tamer in the sample submitted in ac-
cordance with paragraph (d) (3) (i)
(a) (ii) (iII), (iv) (v) and (vi) and
(4) (i) of this section; and

(2) If the Commissloner considers
that investigations other than examina-
tion of such immediate containers are
necessary to determine whether or not
such batch complies with the require-
ments of § 146.3 of this chapter for the
issuance of a certificate, the cost of such
investigation.
The fee prescribed by subparagraph (1)
of this paragraph shall accompany the
request for certification unless such fee
is covered by an advance deposit main-
tamed in accordance with § 146.8 (d)
of this chapter.

§ 146a.85 Benzathne Procatne-buff-
erea crystalline Penwillins for aqueous
zniection. Benzathme - procaine - buff-
ered crystalline penicillin for aqueous
injection conforms to all requirements
prescribed by § 146a.50 for procaine peni-
cillin and buffered crystalline penicillin
for aqueous injection, except paragraph
(b) of that section and issubject to all
procedures prescribed by § 146a.50 for
procaine penicillin and buffered crystal-
line penicillin for aqueous injection, ex-
cept that:

(a) Each immediate container shall
contain not less than 200,000 units of
benzathme penicillin G, 200,000 units of
procaine penicillin, and 100,000 units of
buffered crystalline pemcillin. The
benzathme penicillin G used conforms
to the requirements prescribed therefor
by § 146a.68.

(b) Its moisture content is not more
than 6 percent.

(c) Each package shall bear on the
outside wrapper or container and the
immediate container the number of units
of benzattnne penicillin G in the im-
mediate container, and its expiration
date shall be 36 months after the month
during which the batch was certified.

(d) In addition to complying with the
requirements of § 146a.50 (d) a person
who requests certification of a batch of
benzathnne procaine-buffered crystalline
penicillins for aqueous injection shall
submit with his request a statement
showing the batch mark, and (unless
it was previously- submitted) the re-
sults and the date of the latest tests
and assays of the benzathine penicillin
G used m making the batch for potency,
crystallinity, and penicillin G content,
and the number of units of benzathme
penicillin G in each container of the
batch. He shall also submit in connec-
tion with his request a sample consisting
of three packages containing approxi-
mately equal portions of not less than
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0.5 gram each of the benzathine peni-
cillin G used in making the batch. If
such batch is packaged for repacling,
each portion in the sample required by
§ 146a.50 (d) shall consist of appro::l-
mately 0.5 gram in lieu of 400 milligrams.

(e) The fee for the services rendered
with respect to each immediate container
in the sample of benzathine penicillin G
submitted in accordance with the re-
quirements prescribed therefor by this
section shall be $4.00.

§ 146a.86 Benzathine penicillin G ana
procatne penicillin for aqueous injection.
Benzathine penicillin G and procaine
penicillin for aqueous Injection conforms
to all requirements, and is subject to all
procedures, prescribed by § 14a.7 for
benzathme penicillin Q for aqueous in-
jection, except that:

(a) Each container shall contain not
less than 300,000 units of benzathine
penicillin G and not less than 300.000
units of procalne penicillin. The pro-
came p6nicillin used conforms to the
requirements prescribed therefor by
§ 146a.44 (a)

(b) If it is the dry mixture of the
drug, its moisture content is not more
than 6.0 percent.

(c) In lieu of the directions for label-
ing prescribed by § 146a.7 (c) (1) (Hi)
and (III) each package shall bear on
the outside wrapper or container and
the immediate container the number of
units of benzathine penicillin G and the
number of units of procaine penicillin
in each milliliter in the Immediate con-
tamer if it is the aqueous suspension
of the drug, or the number of units of
benzathine penicillin G and the number
of Wits of procaine penicillin in the ini-
mediate container if it is the dry mIx-
ture of the drug, and the statement,
"Expiration date -------- ," the blank
being filled in, if it is the aqueous su-
pension of the drug, with the date which
is 18 months or, if It is the dry mixture
of the drug with the date which is 36
months after the month during which
the batch was certified: Provided, how-
ever That such expiration date may be
omitted from the immediate container
if such immediate container is packaged
in an individual wrapper or container.

(d) In addition to complying with the
requirements of § 140a.77 Cd), a person
who requests certification of a batch of
benzathine penicillin G and procaine
penicillin for aqueous injection shall
submit with his request a statement
showing the batch mark, and (un-
les it was previously submitted) the
results and the date of the latest tcsts
and assays of the procaine penicillin
used in maling the batch for potency.
crystallinity, penicillin lK content (un-
less it is procaine penicillin G) and the
penicillin G content if it Is procaine
penicillin G, and the number of units of
procaine penicillin in each mlliliter of
the batch, if It is the aqueous suspension
of the drug, or the number of units of
procaine penicillin in each package of
the batch, if it is the dry mixture of the
drug. He shall also submit in con-
nection with his request a sample con-
sisting of three pacages containing
approximately equal portions of not les
than 500 milligrams each of the procaino
penicillin used in maling the batch. If
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such batch Is pac!ged for repackie,
each portion in the sample required by
§ 146a.77 (d) (4) (i) shall consist of the
equivalent of approximately 600 milli-
grams in lieu of 300 milligrams.

(e) The fee for the services rendered
with respect to each Immediate con-
tainer in the sample of prccaine peni-
cillin submitted in accordance with the
requirements prezcribed therefor by this
section s-hall be $4.00.

§ 146a.87 Penlcfllin-bacitracm-neomy-
cin ointment; penicillin-bacitracnm-neo-
mycin in oil. Penicillln-bacltracin-neo-
mycin ointment and p.ncillin-barci-
tracin-neomycin in oil conform to all
requirements prescribed by § 146a.56 for
penlcillin-bacltracin ointment and are
subject to all procedures prescribed by

146a.5G for penlcllin-bacitracin oint-
ment, except that:

(a) It contains not less than 5.0
milligrams of neomycin and not less
than 250 units of bacitracin per gram,
unies It is packaged and labeled solely
for veterinary uze. The neomycin used
conforms to the standards prescribed
by § 140e.410 (a) (2) of this chapter.

(b) In addition to the directions for
labeling prescribed for penicillin-baci-
tracin ointment by § 146a.56 (a) (3).
each packnage shall bear on the outside
wrapper or container and the immedi-
ate container the number of milligrams
of neomycin per gram.

(c) In addition to complying with the
requirements of c 146a.56 (a) (4) a Per-
son who requests certification of a batch
of penicllin-bacltracin-neomycin oint-
ment or penicilin-bacltracln-neomycM
in oil shall submit with his request a
statement showing the batch mark and
(unless It was previously submitted) the
results and dates of the latest tests and
assays of the neomycin used in making
the batch for potency, toxicity, moisture,
and pL He shall also submit in con-
nectlon with his request a sample con-
slting of not less than seven immediate
containers of the batch and (unless it
was prevlouzly submitted) a sample con-
sisting of five pac kages of the neomycin
uszed in maling the batch, containing
approxim, tely 0.5 gram each.
(d) The fee for the services rendered

with rezect to each container in the
sample of neomycin submitted in accord-
ance with the requirements prescribed
therefor by this section shall be $4.00.

S14aM Penicillin-strePtomYc'r tab-
lets; vcnicllin - dilzjdrostreptomyczn
tableta. (a) Penicillin-streptomycin tab-
lets and penicillin-dihydrostreptomycIn
tablets conform to all requirements and
are subject to all procedures prescribed
by § 14 a.27 for penicillin tablefs, except
that:

(1) Each tablet contains not less than
20 milligmia of streptomycM or dihy-
drostreptomycn. T h e streptomycin
used conforms to the standards pre-
scribed therefor by § 146b.101 (a) of this
chapter except subpara=raPhs (2) and
(4) of that paragraph or § 146b.114 (a)
of this chapter, if the tablets are in-
tended solely for veterinary ue. The
dlhydrostreptomycln used conforms to
the standards prezcribed therefor by
r 146b.103 of this chapter except the
standards for sterility and pyrogens.
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(2) In lieu of the -labeling prescribed
for penicillin tablets by § 146a.27 (c) (1)
(ii) and (vi) each package shall bear
on the outside wrapper or container and
the immediate container the number of
units of penicillin and the number of
milligrams of streptomycin on dihydro-
streptomycin In each tablet and the
statement "Expiration date ---------- "
the blank being filled in with the date
which is 18 months after the month
during which the batch was certified:
Provided, however That such expiration
date may be omitted from the immediate
container if such immediate container is
packaged in an individual wrapper or
container.

(3) In addition to complying with the
requirements of § 146a.27 (d), a person
who requests certification of a batch of
penicillin-streptomycin tablets or peni-
cillin-dihydrostreptomycin tablets shall
submit with his request a statement
showing the batch mark and (unless it
was previously submitted) the results
and the date of the latest tests and Assays
of the streptomycin or dihydrostrepto-
mycin used in making the batch for
,potency, toxicity, histamine content,
moisture, pH, streptomycin content If it
is dihydrostreptomycin, and crystallinity
if it is crystalline dihydrostreptomycin,
and the number of milligrams of strep-
tomycin or dihydrostreptomycm in each
tablet of the batch. He shall also submit
in connection with his request a sample
consisting of not less than 30 tablets and
(unless it was previously submitted) a
sample consisting of five packages con-
taining approximately equal portions of
not less than 0.5 gram each of the strep-
tomycin or dihydrostreptomycin used in
making the batch, packaged in accord-
ance with the requirements of § 146b.101
(b) of this chapter.

(b) The fee for the services rendered
with respect to each immediate container
in the sample of streptomycin or dihy-
drostreptomycin submitted in accord-
ance with the requirements prescribed
by this section shall be $10.00.

(c) Exemption of penidillin-strepto-
mycin tablets and penicillin-dihydro-
streptomycin tablets for veterinary use
from certification: Penicillin-strepto-
mycin tablets and penicillin-dihydro-
streptomycin tablets that conform to the
requirements of paragraph (a) of this
section (except that they may contain
one or more essential vitamin and min-
eral substances for nutritive purposes)
shall be exempt from the requirements of
sections 502 (1) and 507 of the act, if
they comply with all the following con-
ditions:

(1) They are intended solely for vet-
erinary use and are conspicuously so
labeled.

(2) If they contain added .vitamins or
minerals, the labels bear the name and
quantity of each such substance and a
statement that such substances are pres-
ent only for furnishing additional vita-
mins and minerals while ammals are
eating less feed.

(3) The labels bear an expiration date
that is not more than 18 months after
the month during which the batch was
last assayed and released by the manu-
facturer.
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(4) The--labels bear a statement that
solutions prepared with the drugs are
stable for not more than 24 hours.

(5) The circular or other labeling
within or attached to the package bears
information that only the antibiotics
are intended for the prevention or treat-
ment of the following- conditions, and
further, bears directions and warnings
adequate for such use:

(i) Chronic respiratory disease (air-
sac infbction) in chickens.

(ii) Blue comb '(mud fever, nonspecific
infectious enteritis) in poultry.

§ 146a.89 Procaine penicillin-strep-
tomycm-neomycin in oil; procaine Veni-
cillin-dihydrostreptomycn-neomnycIm in
oil; procaine pencillin-streptomnjcin-
neom.lcin ointment; procaine peflzcillin-
dih drostreptomycin-neomycm o i n t-
ment. Procaine penicillin-streptomy-
em-neomycin in oil or procaine penieil-
lin-dihydrostreptomycin-neomycin in oil
conforms to all requirements and is sub-
ject to all procedures prescribed by
§ 146a.57 for procaine penicillin and
streptomycin in oil and procaine peni-
cillin and dihydrostreptomycin in oil.
Procaine pemcillin-streptomycin-neo-
mycm ointment or procaine penicillin-
dihydrostreptomycm-neomycm o i n t-
ment conforms to all requirements and is
subject to all procedures prescribed by
§ 146a.54 for procaine pemcillin-strepto-
mycin ointment and procaine penicillin-
dihydrostreptomycin ointment, except
that:

(a) It contains not less than 2.0 milli-
grams of neomycin per milliliter. The
neomycin used conforms to the require-
ments prescribed for neomycin ,by
§ 146e.410 (a) (2) of this chapter.

(b) Each package shall bear on the
outside wrapper or container and the ini-
mediate container the number of milli-
grams of neomycin in each milliliter of
the batch, and its expiration date shall
be 12 months after the month during
which the batch was certified, except
that the expiration date shall be 18
months or 24 months after the month
during which the batch was certified if
the person who requests certification has
submitted to the Commissioner results
of tests and assays showing that such
drug as prepared by him is stable for
such period of time: Provided, however,
That such expiration date may be
omitted from the immediate container if
such immediate container is packaged In
an individual wrapper or container.

(c) In addition to complying with the
requirements of § 146a.54 (c) or
§ 146a.57 (a) (4) a person who requests
certification of a batch shall submit with
his request a statement showing the
number of milligrams of neomycin in
each milliliter or gram of the batch,
the batch mark, and (unless It was pre-
viously submitted) the results and the
date of the latest tests and assays of the
neomycin used in making the batch for
potency, toxicity, moisture, and pH, He
shall also submit in connection with his
request a sample consisting of not less
than 7 immediate containers of the batch
and (unless it was previously submitted):
a sample consisting of 5 packages con-
taining approximately equal portions of

not less than 0.5 gram each of the neo-
mycin used In making such batch.

(d) The fee for the services rendered
with respect to each immediate container
In the sample of neomycin submitted in
accordance with the requirements pre-
scribed therefor by this section shall be
$4.00.

§ 146a.90 Procaine penitcillin and
benzathine penicillin G in streptom'ycin
sulfate solution, procaine penicillin and
benzath ne penicillin G in dihydrostrep-
tomycin sulfate solution (procaine Ven-
icillin and benzathine penicillin G in
crpistalline dihyldrostreptomlcil sulfate
solution) Procaine penicillin and ben-
zathine penicillin G in streptomycin sul-
fate solution and procaine penicillin and
benzatbine penicillin 0 in dihydrostrep-
tomycin sulfate solution conform to all
requirements and are subject to all
procedures prescribed by § 146A.67 for
procaine penicillin in streptomycin sul-
fate solution and procaine penicillin In
dihydrostreptomycin sulfate solution
except that:

(a) Each milliliter shall contain not
less than 100,000 units of procaine pent-
cilfin, not less than 100,000 units of
benzathine penicillin 0, and not less
than 0.25 gram of streptomycin sulfate
or dihydrostreptomycin sulfate, but each
immediate container shall contain not
less than 200,000 units of procaine pen-
icillin, not less than 200,000 units of ben-
zathine penicillin a, and not less than
0.5 gram of streptomycin sulfate or di-
hydrostreptomycin sulfate. The benza-
thine penicillin G used conforms to the
requirements prescribed by § 146a,08 (a)

(b) In lieu of the directions prescribed
-by § 146a.67 (c) (1) (1t), each package
shall bear on the outside wrapper or
container and the immediate container
the number of units of pecaine penlcll-
lin, the number of units of benzathino
penicillin G, and the number of grams
of streptomycin sulfate or dihydrostrep-
tomycin sulfate In each milliliter of the
batch.

(c) In addition to complying with the
requirements of § 146a.67 (d) a person
who requests certification of a batch
shall submit with his request a statement
Showing the batch mark, and (unless It
was previously submitted) the results
and the date of the latest tests and as-
says of the benzathine penicillin G used
In making the batch for potency, crystal-
linity, and penicillin G content, and the
number of units of benzathine penicillin
0 in each milliliter of the batch. Ile
shall also submit in connection with his
request a sample consisting of 3 packages
containing approximately equal portions
of not less than 0.5 gram each of the
benzathlne penicillin G used in maling
the batch.

(d) The fee for the services rendered
with respect to each Immediate container
in the sample of benzathine penicillin
G submitted In accordance with the re-
quirements prescribed therefor by this
section shall be $4.00.

§ 146a.91 Benzathine penicillin G an
streptomycin; benzathtne penicillin G
and dihdrostreptomycin. Benzathino
penicillin G and streptomycin and
benzathine penicillin 0 and dihydro-
streptomycin conform to all require-
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ments prescribed by § 146a.77 for the
dry mixture of benzatbnne penicillin G
for aqueous injection and are subject to
all procedures prescribed by that section
for benzathme penicillin G for aqdeous
injection except that:
- (a) It contains not less than 0.5 gram
of streptomycin or dihydrostreptomycin
for each 100,000 units of benzathine
penicillin G.

(b) In lieu of the directions for label-
ing prescribed by § 146a.77 (c) (1) Cit),
each package shall bear on the outside
wrapper or container and the imme-
diate container the number of units of
penicillin and the number of grams of
streptomycin or dihydrostreptomycm in
the immediate container.

(c) In addition to complying with the
requirements of § 146a.77 (d) a person
who requests certification of a batch
shall submit with his request a state-
ment showing the batch mark and (un-
less it was previously submitted) the
results and the date of the latest tests
and assays of the streptomycim or di-
hydrostreptomycin used in making the
batch for potency, histamine content.,
streptomycin content if it is dihydro-
streptomycin and crystallinity if it is
crystalline dihydrostreptomycin, t h e
number of units of benzathme peni-
cillin G, and the number of grams
of streptomycin or dihydrostreptomycin
in each immediate container of the
batch. He shall also submit in con-
nection with his request a sample
consisting of not less than 12 immediate
containers of the batch and a sample of
the streptomycin or dihydrostrepto-
mycin used in making the batch consist-
mg of 3 packages containing approxi-
mately equal portions of not less than
0.5 gram each, packaged in accordance
with the requirements of § 146b.101 (b)
of this chapter.

(d) 'he fee for the services rendered
withrespectto each immediate container
in the sample of streptomycin or dihy-
drostreptomycin submitted in accordance
with the requirements prescribed there-
for by this section shall be $4.00.

§ 146a.92 Tablets benzathine penicil-
lin G and crystalline penicillin. Tablets
benzathine penicillin G and crystalline
penicillin conform to all requirements
prescribed therefor by § 146a.27 for peni-
cillin tablets and are subject to all pro-
cedures prescribed by that section for
penicillin tablets, except that;

(a) Each tablet contains not less than
100,00O units of benzathme penicillin G
and not less than 100,000 units of crys-
talline penicillin sodium or potassium
penicillin.

(b) Their moisture content is not
more than 4 percent.

(c) In lieu of the directions for label-
ing prescribed for penicillin tablets by
§ 146a.27 c) (1) (ii) each package shall
bear on the outside wrapper or container
and the immediate container the num-
ber of units of each salt of penicillin.

(d) A person who requests certifica-
tion of a batch shall submit in connec-
tion with his request an accurately rep-
resentative sample of the batch, consist-
ing of not less than 30 tablets.

§ 146a.93 Pen iciin-streptomycin pow-
der- pencilin-dihycrostrep to m c i
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powder Penicillin-streptomycln pow-
der and penicllin-dihydrostreptomycln
powder conform to all the requirementz
and are subject to all procedures pre-
scribed by § 146a.88 for penicillin-strep-
tomycin tablets and penicillin-dihydro-
streptomycin tablets, except that:
(a) Each gram contains not lezs than

50,000 units of penicillin and not less
than 5 milligrams of streptomycin or
dihydrostreptomycin.

(b) In lieu of the labeling prcecrlbsd
by § 146a.88 (a) (2), each packalgeshall
bear on the outside wrapper or con-
tainer and the immediate container the
number of units of penicillin and the
number of milligrams of streptomycin or
dihydrostreptomycin in each gram and
the statement "E.piration date .......-,"
the blank being filled in with the date
which is 12 months after the month dur-
ing which the batch was certified: Pro-
vided, hoicever That such expiration
date may be omitted from the Immedi-
ate container If such immediate con-
tainer is packaged in an individual wrap-
per or container.

(c) In lieu of the minimum number
of tablets prescribed by § 14Ca.83 (a) (3),
a person who requests certification of a
batch shall submit with his request a
sample of the batch consisting of 1 im-
mediate container for each 5,000 im-
mediate containers but In no case less
than 6 or more than 12 Immediate con-
tamers. Such sample shall be collected
by taking single immediate containers
at such intervals throughout the entire
time of packaging the batch that the
quantities packaged during the intervals
are approximately equal.

d) The fee for the services rendered
with respect to each immediate con-
tainer in the sample submitted in ac-
cordance with the requirement- pre-
scribed by paragraph (c) of this section
shall be $4.00.
(e) Exemption of penicillin-strepto-

mycin powder and penicllin-dihydro-
streptomycin powder for veterinary use
from certification: Penlcillin-strepto-
mycin powder and peniclllin-dihydro-
streptomycin powder that conform to
the requirements of this section (except
that they may contain one or more es-
sential vitamin and mineral substances
for nutritive purposes) shall be exempt
from the requirements of section 502 (1)
and 507- of the act, if they comply with
all the following conditions:
(1) They are intended solely for vet-

erinary use and are conspicuously co
labeled.

(2) If they contain added vitamins or
minerals, the labels bear the name and
quantity of each such substance and a
statement that such substances are
present only for furnishing additional
vitamins and minerals while animals are
eating less feed.

(3) The labels bear an expiration date
that is not more than 12 months after
the month during which the batch was
last assayed and released by the manu-
facturer.

(4) The labels bear a statement that
solutions prepared with the drugs are
stable for not more than 24 hours.

(5) The circular or other labeling
within or attached to the package bea-
information that only the antibiotics are
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intended for the prevention or treatment
of the following conditions, and further,
bears directions and warnings adequate
for such ue:

(i) Bacterial entertis In swine.
(HI) Bacterial calf scours.
(IlI) Chronic respiratory disease (air-

sac Infection) in chickens.
(v) Blue comb (mud fever, nonspecific

Infectious enteritisJ in poultry.
(v) Infectious sinusitis in poultry.
§ 146a.94 Dibenylamine peniciflin

G (dibncylaimine penicillin G salt)-
(a) Standards of identity, strength.
quality, and purity. Dlbenzylamnme pen-
Icillin G is the crystalline dibenzylamine
salt of penicillin G. It contains not les
than C5 percent by weight of the di-
banzylamine salt of penicillin G. Each
such drug Is so purified and dried that:

(1) Its potency is not less than 975
units per milligram.

(2) It I- sterile.
(3) It is nontoxic.
(4) It Is nonpyrozenic.
(5) Its moisture content is not more

than 4.0 percent.
(6) Its PH in saturated aqueous solu-

tion is not lezs than 5.0 and not more
than 7.5.

(b) PacTaging. In all cases the im-
mediate containers shall be tight con-
tainers as defined by the U. S. P., shall
be sterile at the time of filltng and clos-
In, shall be so cealed that the contents
cannot be used without destroying the
sl, and shnll be of such compozition as
will not cause any change in the strength.
quality, or purity of the contents beyond
any limit therefor In applicable stand-
ards, except that minor changes so
caused that are normal and unavoidable
in good pacIaging, storage, and disLtbu-
tion practice shall be dicregarded.
(c) Zabeling. Each package shall bear

on Its outside wrapper or container and
the immediate container, as hereinafter
indicated, the following:

(1) The batch mark
(2) The weight of the drug and the

number of units In the immediate con-
tainer.

(3) The statement "Expiration date
," the blank being filled in

with the date which is 18 months after
the month during which the batch was
certified: Provided, however That such
expiration date may be omitted from the
immediate container if such immediate
container is packaged in an individual
wrapper or container.

(4) The statement "For manufactur-
Ing use only."

(5) The statement "Caution: Federal
law prohibits dispensing without pre-
scription."

d) request for certification, checTk
tests and ascayy; zamplea. (1) In addi-
tion to complying with the requirements
of § 146.2 of this chapter, a person who
requests certification of a. batch shall
submlt with his request a statement
showing the batch mark, the number of
pachages of each size in the batch, the
weight of the drug and the number of
unit-, in each package, and (unless it waz
previously submitted) the date on which
the latest -say of the drug comprising.
such batch was completed. Such re-
quest shall be accompanied or followei



by the results of tests and assays made Each other ingredient used, If its name is
by him on the batch for potency, steril- recognized in the U. S. P or N. F con-
ity, toxicity, pyrogens, moisture, pH, forms to the standards prescribed there-
crystallinity, and the penicillin G con- for by such official compendium.
tent. (b) Packaging. In all cases the im-

(2) Such person shall submit with his mediate container shall be a tight con-
request an accurately representative tamer as defined by the U. S. P The
sample of the batch, consisting of the composition, of the immediate container
following: shall be such as will not cause any change

(i) For all tests except sterility- 10 in the strength, quality, or purity of the
packages. contents beyond any limit therefor in

(ii) For sterility test; 10 packages. applicable standards, except that minor
changes so caused that are normal and,Each such package shall contain ap- unavoidable mn good packaging, storage,

proximately 300 milligrams taken from and on paci s tore,

different parts of such batch, and each and distribution practice shall be disre-
shall be packaged in accordance with the garded.

(c) Labeling. Each package shall
requirements of paragraph (b) of this bear on its label or labeling, as herein-
section. after indicated, the following:

(3) In connection with contemplated (1) On the outside wrapper or con-
requests for certification of batches of tamer and the immediate container:
another drug in the manufacture of (i) The batch mark.
which dibenzylamme penicillin G is to (ii) The number of units of dibenzyl-
be used, the manufacturer of a batch amine penicillin and the number of units
that is to be so used may request the of potassium penicillin in the immediate
Commissioner to make check tests and container.
assays on a sample of such batch, taken (ii) If it contains sulfonamides, the
as prescribed by subparagraph (2) of name and quantity of each in the nn-
this paragraph. From the information 'mediate container.
required by subparagraph (1) of this (iv) The name of each buffer sub-
paragraph may be omitted results of stance used i making the batch.
tests and assays not required for the sta emnt batch t

batchwhenusedm suh oter d (v) The statement "Expiration datebatch when used in such other drug.----," the blank being flled in with
The Commissioner shall report to such th date which as 12 months after the
manufacturer results of such-check tests month during wich the batch was cer-

and assays as are so requested. tified: Provded, however That such ex-
(e) Fees. The fee for the services piration date may be omitted from the

rendered with respect to each batch immediate container if such immediate
under the regulations in this part shall container is packaged in an individual
be: wrapper or container.

(1) $4.00 for each immediate con- (vi) The statement "Warning-Not
tamer in the samples submitted in ac- for inection."cordance with paragraph (d) (2) (i) and (2) On the outn. de wrapper or con-
(3) of this section. tainer:

(2) If the Commissioner considers that. (i) The statement "Caution: Federal
InvetigThen statmen "Cauion FederalinaInvestigations other than the examma- law prohibits dispensing without pre-

tios of such batch complies with the scription," unless it is packaged for dis-
requirements of § 146.3 of this chapter pensing and it is intended solely for
for the issuance of a certificate, the veterinary use and is conspicuously so
cost of such investigations. labeled
The fee prescribed by subparagraph (1) (ii) If it is packaged for dispensing
of this paragraph shall accompany the and it is intended for use by man, a
request for certification unless such fee reference specifically identifying a read-
is covered by an advance deposit main- ily available medical publication con-
tamed in accordance with §, 146.8 (d) taining information (including contra-
of this chapter. indications and possible sensitization)

§ 146a.95 Dibenzylamzne penicillin adequate for the use of such drug by
and potassium penicillin powder buf- practitioners licensed by law to admm-
aered-Ca) Standards of z de n bt - ister it; or a reference to a brochure or
strength, quality, and purity. Dibenzyl- other Printed matter containing suchamine pen cillin and Potassim peicillin information, and a statement that such
powder, buffered, is a di'y mxture of brochure or other printed matter will
pder, buffereecis a andr mixte ofbe sent on request: Provzded, however
dibenzylamle pencilin G and potas- That, this reference- may be omitted ifslum penicillin G, with or without one or teifraini otie nacr
more suitable sufonamides, and with the iformation is contained in a cir-
onermore suitable uonarm ess n r w cular or other labeling within or at-one or more suitable and harmless buffer tached to the package.
substances, colorings, and flavorings. It (3) On the label and labeling, if it
shall contain not less than 100,000 units contains sulfonamides, after the name
of potassium pencillin G for each 200,000 "dibenylamine pemiin and potas-
units of dibenzylamme penicillin G. Its si enillin percbuffered wher-
moisture content is not more than 1 per- sium penicillin powder, buffered," wher-

moitue ontntisno moe ha1per ever it appears, the words "with
cent. Its pH is not less than 5.5 and not sufoaides tuetaos with
more than 7.5. The dibenzylamne pen- such name.
icillin G used conforms to the require- (4) On the circular or other labeling
ments of § 146a.94 Ca) except subpara- within or attached to the package, if it
graphs (2) and (4) of that paragraph. is packaged for dispensing and it is in-
The potassium penicillin used conforms tended solely for veterinary use and is
to the requirements of § 146a.24 (a) for conspicuously so labeled, adequate di-

-Potassium penicillin, except subpara- rections and warnings for the veterinary
graphs (2) and (4) of that paragraph, use of such drug by the laity. Such cir-

cular or other labeling may also bear a
statement that a brochure or other
printed matter containing Information
for other veterinary uses of such drug
by a veterinarian licensed by law to ad-
minister it will be sent to such veteri-
narian on request.

(d) Request for certiflcation, samples.
(1) In addition to, complying with the
requirements of § 146.2 of this chapter, a
person who requests certification of a
batch shall submit with his request a
statement showing the batch mark, the
number of packages of each size In such
batch, the batch mark and (unless they
were previously submitted) the dates on
which the latest assays of the dibenzyl-
amine penicillin G and the potassium
penicillin G used in making the batch
were completed, the number of units of
dibenzylamine penicillin Q and the num-
ber of units of potassium penicillin G in
each container of the'batch, the dtto on
which the latest assay comprising such
batch was completed, the quantity of
each ingredient used In making the
batch, and a statement that each such
ingredient conforms to the requirements
prescribed therefor by this section.

(2) Except as otherwise provided In
subparagraph (4) of this paragraph,
such person shall submit in connection
with his request results of the tests and
assays listed after each of the following,
made by him on an accurately repre-
sentative sample of:

(i) The batch; potency and moisture.
(ii) The dlbenzylamine penicillin a

used in making the batch; potency, tox-
icity, moisture, pH, crystallinity, and
penicillin G content.

(li) The potassium penicillin C used
in making the batch; potency, toxicity,
moisture, pH, penicillin G content,
crystallinity, and heat stability

(3) Except as otherwise provided by
subparagraph (4) of this paragraph,
such person shall submit In connection
with his request, in the quantities here-
inafter indicated, accurately representa-
tive samples of the following:

(i) The batch, 1 immediate container
for each 5,000 Immediate containers in
the batch, but in no case less than 6 or
more than 12 immediate containers, col-
lected by taking single Immediate con-
tainers at such Intervals throughout the
entire time of Packaging the batch that
the quantities packaged during the in-
tervals are approximately equal.

(ii) The dibenzylamine penicillin G
used in making the batch; 3 packager,
each containing approximately equal
portions of not less than 500 milligrams
packaged In accordance with the re-
quirements of § 146a.94 (b).

(1i) The potassium penicillin G used
in making the batch; 3 packages, each
containing approximately equal portions
of not less than 250 milligrams packaged
In accordance with the requirements of
§ 146a.24 (b)

(iv) In case of an Initial request for
certification, each other Ingredient used
in making the batch; 1 package of each
containing approximately 5 grams,

(4) No result referred to In subpara-
graph (2) (11) and (ii1) of this para-
graph, and no sample referred to In sub-

'paragraph (3) (11) and (i1) of this

9744 RULES AND, REGULATIONS



Tuesday, December 20, 1955

paragraph, is required if such results or
samples have been previously submitted.

(e) Fees. The fee for the services
rendered with respect to each batch
under the regulations in this part shall
be:
(1) $4.00 for each package in the sam-

pies submitted in accordance with para-
graph (d) (3) (i) (ii), (iii) and (iv)
of this section.

(2) If the Commissioner considers
that investigations other than the ex-
anination of such immediate containers
are necessary to determine -whether or
not such batch complies with the require-
ments of § 146.3 of this chapter for the
issuance of a certificate, the cost of such
investigations.
The fee prescribed by subparagraph (M3
of this paragraph shall accompany the
request for certification unless such fee
is covered by an advance deposit main-
tamed in accordance with § 146.8 (d) of
this chapter.

§ 146a.96 Dibenzylamne penicillin
and streptomycrn in oil; dibenzylamrne
penicillin and dihydrostreptomycrn in
oil. Dibenzylamine penicillin and strep-
tomycm in oil and dibenzylamme pem-
cillin and dihydrostreptomycin in oil
conform to all the requirements pre-
scribed by § 146a.57 for procaine pemcil-
lin and streptomycin in oil and procaine
penicillin and dihydrostreptomycm in oil
and are subject to all procedures pre-
scribed by § 146a.57 for procaine pemcil-
lin and streptomyci in oil and procaine
penicillin and dihydrostreptomyom in
oil, except that dibenzylamine penicillin
is used in lieu of procaine penicillin. The
dibenzylamine penicillin used conforms
to the requirements of § 146a.94 (a) ex-
cept subparagraphs (2) and (4) of that
paragraph.

§ 146a.97 Hydrabamine penicillin G
(hydrabamrne penicillin G salt)-(a)
Standards of identity, -strength, quality,
and purity. Hydrabamie penicillin G
is the crystalline salt NN'-bis-(dehydro-
abietyl) ethylenediamme dipenicillin G.
It contains not less than 85 percent by
weight of the hydrabamine salt of pem-
cillin G. It is so purified and dried that:

(1) Its potency is not lesa than 845
units per milligram.

(2) -It is nontoxic.
(3) Its moisture content is not more

than 2 percent.
(4) Its pH in a saturated aqueous so-

lution is not less than 4.0 and not more
than 7.5.

(5) Its extinction coefficient E151 Cm.
is not less than 8 at 276 millimicrons.

(b) Packaging. In all cases the im-
mediate container shall be a tight con-
tamer as defined by the U. S. P. and shall
be of such composition as will not cause
any change in the strength, quality, or
purity of the contents beyond any limit
therefor in applicable standards, except
that minor changes so caused that are
normal and unavoidable in good pack-
aging, storage, and distribution practice
shall be disregarded.

(c) Labeling. Each package shall
bear on its outside wrapper or container
and the immediate container, as here-
inafter indicated, the following:

(1) The batch mark.
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(2) The number of units per milli-
gram and the number of grams In. the
immediate container.

(3) The statement "Expiration date
-..." the blank being filled in with

the date that is 24 months after the
month during which the batch was cer-
tified: Provzded, hbwevcr That such ex-
piration date may be omitted from the
immediate container if such Immediate
container is packaged in an individual
wrapper or container.

(4) The statement 'For use in the
manufacture of nonparenteral drugs
only."

(5) The statement "Caution: Federal
law prohibits dispensing without pre-
scription."

(d) Request for certification, sampIcs.
(1) In addition to complying with the
requirements of § 146.2 of this chapter,
a person who requests certification of a
batch shall submit with his request a
statement showing the batch marl:, the
number of packages of each size In the
batch, and the date on which the lateot
assay of the drug comprising such batch
was completed. Such request shall be
accompanied or followed by the results
of tests and assays made by him on the
batch for potency. toxicity, moisture,
pH, crystalinlty, the penicillin G con-
tent, and extinction coefficient.

(2) Such person shall submit with his
request an accurately representative
sample of the batch, consisting of 10
packages, each containing approximately
300 milligrams taken from a different
part of such batch, packaged in accord-
ance with the requirements of paragraph
(b) of this section.

(e) Fees. The fee for the services
rendered with respect to each batch un-
der the regulations in this part shall be:

(1) $4.00 for each immediate con-
tamer in the sample submitted in ac-
cordance with paragraph (d) (2) of this
section.

(2) If the Commissioner considers
that investigations other than examina-
tion of such Immediate containers are
necessary to determine whether or not
such batch complies with the require-
ments of § 146.3 of this chapter for the
issuance of a certificate, the cost of such
investigations.
The fee prescribed by subparagraph (1)
of this paragraph shall accompany the
request for certification unless such fee
is covered by an advance deposit main-
tained in accordance with § 146.8 (d) of
this chapter.

§ 146a.93 Hydrabamine penicillin G
oral suspenson--(a) Standards of iden-
tity, strength, quality, and purity. Hy-
drabamine penicillin G oral suspension
is hydrabamine penicillin G and one or
more suitable and harmless suspending
or dispersing agents, buffer substances,
and preservatives, with or without one
or more suitable and harmless colorings
and flavorings. Its potency is not les
than 60,000 units per milliliter. Its pH
is not less than 5.5 and not more than
7.0. The hydrabamine penicillin G
used conforms to the requirements of
§ 146a.97 (a) Each other substance
used, if its name Is recog-nized in the
U. S. P or N. F.. conforms to the stand-

9745

ards prezcribed therefor by such offical
compendium.

(b) Paclaging. The immediate con-
tainer shall be a tight container as de-
fined by the U. S. P. and shall be of such
composition as will not cause any change
in the strength, quality, or purity of the
contents beyond any limit therefor in
applicable standards, except that minor
changes so caused that are normal
and unavoidable in good packaging,
storage, and distribution practice shall
be disregarded.
(c) Labeling. Each package shall

bear on its label or labeling, as herem-
after Indicated, the following:

(1) On the outside wrapper or con-
tainer and the immediate container:

(I) The batch mark.
(I) The number of units in each mlli-

liter of the batch.
(i) The name of each buffer sub-

stance and the name and quantity of
each preservative used in making the
batch.

(iv) The statement "Shake well."
v) The statement 'Epiration date

__," the blank being filled in with
the date that Is 12 months after the
month during which the batch was cer-
tified: Provided, however, That such ex-
piration date may be omitted from the
immediate container if such immediate
container is packaged in an individual
wrapper or container.

(2) On the outside wrapper or con-
tainer.

(I) The statement "Caution: Federal
law prohibits dispensing without pre-
scription," unless It is packaged for dis-
pensing and It is intended solely for
veterinary use and is conspicuously so
labeled.

(I) If it is packaged for dispensing
and It Is intended for use by man, a
reference specifically Identifying a read-
ily available medical publication con-
taining Information (including contra-
indications and possible sensitization)
adequate for the use of such dru- by
practitioner., licensed by law to admin-
ister It; or a reference to a brochure or
other printed matter containing such in-
formation, and a statement that such
brochure or other printed matter will be
sent on request: Provded, ho ever, That
this reference may be omitted if the in-
formation is contained in a circular or
other labeling within or attached to the
package.

(3) On the circular or other labeling
within or attached to the package, if it i;
packaged for dispensing and it is in-
tended solely for veterinary use and is
consplcuouly so labeled, adequate di-
rections and warnings for the veterinary
use of such drug by the laity. Such
circular or other labeling may also bear
a statement that a brochure or other
printed matter containing information
for other veterinary uses of such drug by
a veterinarian licensed by law to admin-
ister It will be sent to such veterinarian
on request.
(d) Request for certification; samples.

(1) In addition to complying with the
requirements of § 1462 of this chapter,
a person who requests certification of a
batch ahall submit with his request a
statement showing the batch mark, the
number of packages of each size in such
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batch, the batch mark and (unless it
was previously submitted) the date on
which the latest -assay of the hydraba-
mine penicillin G used in making such
batch was completed, the potency per
milliliter of the batch, the date on which
the latest assay of the drug comprising
such batch was completed, the quantity
of each ingredient used in making the
batch, and-a statement that each such
ingredient conforms to the requirements
prescribed therefor by this section.

(2) Except as otherwise provided in
subparagraph (4) of this paragraph,
such person shall submit in connection
with his request results of the tests and
assays listed after each of the following,
made by him on an accurately repre-
sentative sample of:

(I) The batch: average potency per
milliliter, pH.

(i) The hydrabamme penicillin G
used in making the batch: potency, tox-
icity, moisture, pH, crystallinity, the
penicillin G content, and the extinction
coefficient.

(3) Except as otherwise provided by
subparagraph (4) of this paragraph,
such person shall submit in connection
with his request, in the quantities here-
inafter indicated, accurately representa-
tive samples of the following:

(i) The batch. 1 immediate container
for each 5,000 immediate containers in
the batch, but in no case less than 5 or
more than 12 immediate containers, col-
lected by taking single immediate con-
tainers at such intervals throughout the
entire time of packaging the batch that
the quantities packaged during the in-
tervals are approximately equal.

(i) The hydrabamine penicillin G
used in making the batch: 10 packages,
each containing equal portions of not
-less than 300 milligrams, packaged in
accordance with the requirements of
• 146a.97 (b)

(ii) In case of an initial request for
certification, each other ingredient used
in making the batch; one package of
each containing approximately 5 grams.

(4) No result~referred to in subpara-
graph (2) (ii) of this paragraph, and
no sample referred to in subparagraph
(3) (ii) of this paragraph, is required
if such result or sample has been previ-
ously submitted.

(e) Fees. The fee for the services
rendered with respect to each-batch un-
der the regulations in this part shall be:

(1) $4.00 for each package in the
samples submitted in accordance with
paragraph (d) (3) (i) (i) and (iii)
of this section.

(2) If the Commissioner considers
that Investigations, other than exami-
nation of such immediate containers are
necessary to determine whether or not
such batch complies with the require-
ments of § 146.3 of this chapter for the
issuance of a certificate, the cost of such
investigations.
The fee prescribed by subparagraph (1)
of this paragraph shall accompany the
request for certification unless such fee
is covered by an advance deposit main-
tained in accordance with § 146.8 (d) of
this chapter.

§ 146a.99 Capsules crystalline penzcil-
lin G (capsules crystalline penicillin G

potassium, capsules crystalline penicillin
G sodium)-(a) Standards of identity,
strength, quality, and purity. Capsules
crystalline penicillin are crystalline pen-
icillin G, sodium or potassium, with or
without one or more suitable and harm-
less buffer substances, vitamin sub-
stances, and vegetable oils,. enclosed in
suitable and harmless gelatin. capsules.
The potency of each capsule is not less
than 50,000 units and its moisture con-
tent is not more than 1.5 percent. The
crystalline penicillin G used conforms to
the requirements of § 146a.24 (a) except
§ 146a.24 (a) (2) and (4) Each other
ingredient used, if its name is recognized
in the U. S. P or N. F., conforms to the
standards prescribed therefor by such
official compendium.

(b) Packaging; labeling; request for
certification, samples; fees. Capsules
crystalline penicillin G conform to all
requirements and procedures prescribed
for crystalline penicillin G tablets by
§ 146a.27 (b) (c) (d), and (e), except
that:

(1) If it is for use in the preparation
of oral solutions, each package shall bear
on its outside wrapper or container and
the immediate container a statement
that contains adequate directions for
preparing such solutions and a statement
that such solutions should be used im-
mediately.

(2) If it contains vitamin substances,
each package shall bear on the outside
wrapper or container and the immediate
container the name and quantity of each
such ingredient.

(3) It shall be labeled with an ex-
piration date that is 36 months, except
that if it contains one or more vitamin
substances it shall be labeled with an ex-
piration date that is 12 months, after the
month during which the batch was cer-
tified, except that the blank may be filled
in with the date that is 18 months or 24
months after the .month during which
the batch was certified if the person who
requests, certification has submitted to
the Commissioner results of tests and
assays showing that after having been
stored for such period of time such drug
as prepared by him complies with the
standards prescribed for the drug.

(4) If it contains one or more vitamin
substances, after the name "capsules
crystalline penicillin G potassium," or"capsules crystalline penicillin a so-
dium," wherever either such name ap-
pears, the words "with vitannn -
(the blank being filled in with the name
of the vitamin ingredient used) or "with
'vitanins" (if it contains more than one

itami ingredient) in juxtaposition
with such name.

§ 146a.100 Benzathine penicillin G in
oil. Benzathine penicillin G in oil con-
forms to all requirements and is subject
to all procedures prescribed by '§ 146a.45
for sterile procaine penicillin in oil, ex-
cept that:

(a) Benzathme penicillin G is used in
lieu of procaine penicillin. The benza-
thine penicillin used conforms to the re-
quirements of § 146a.68 (a)

(b) Its moisture content is not more
than 4 percent.

§ 146a.101 Benzathine penicillin G
and procaine penicillin G in oil. (a)

Benzathine penicillin a and procaine
penicillin G in oil conforms to all re-
quirements and Is subject to all proce-
dures prescribed by § 146a.45 for sterile
procaine penicillin in oil, except that:

(1) Each milliliter contains not less
than 150,000 units each of benzathine
penicillin G and procaine penicillin 0,
unless it is Intended solely for veterinary
use and is conspicuously so labeled. The
benzathine penicillin a used conforms to
the requirements of § 140a,68 (a)

(2) Its moisture content is not more
than 4.0 percent.

(3) In lieu of the directions for label-
mg prescribed for procaine penicillin In
oil by § 146a.45 (c) (1) (ii) each pack-
age shall bear on the outside wrapper or'
container and the Immediate container
the number of units of benzathlne peil-
cillin 0 and the number of units of pro-
caine penicillin G in each milliliter of
the batch.

(4) In addition to complying with the
requirements of § 146a.45 (d), a person
who requests certification of a batch
shall submit with his request a state-
ment showing the batch mark and (un-
less it was previously submitted) the
results and the date, of the latest tests
and assays of the benzathino penicillin
G used in making the batch for potency,
sterility, pyrogens, toxicity, moisture,
pH, crystallinity, and penicillin Q con-
tent, and the number of units each of
benzathine penicillin G and procaine
penicillin in each milliliter of the batch.
He shall also submit In connection with
his request a sample consisting of not
less than 4 packages of the batch and
(unless It was previously submitted) it
sample of the benzathine penicillin a
used In making the batch, consisting of
20 packages, each containing approxi-
mately equal portions of not less than
300 milligrams.

(b) The fee for the services rendered
with respect to each package of benza-
thine penicillin G submitted In accord-
ance with the requirements prescribed
therefor by this section shall be $2.00.

§ 146a.102 Benzathine penicillin G-
procaine penicillin G-streptomycin in
oil; benzathine penicillin G-procaino
penicillin G-dihydrostreptomycin in oil.
(a) 38enzathine penicillin 0-procaine
penicillin G-streptomycin in oil and
benzathmne penicillin G-procaine peni-
cillin G-dihydrostreptomycin in oil con-
form to all requirements and are sub-
ject to all procedures prescribed by
§ 146a.101 for benzathine penicillin a
and procaine penicillin G in oil, except
that:

(1) Each milliliter shall contain not
less than 250 milligrams of streptomycin
or dihydrostreptomycin. The strepto-
mycin used conforms to the standards
prescribed by § 146b.101 (a) of this chap-
ter. The dhydrostreptomycin used con-
forms to the standards prescribed by
§ 146b.103 of this chapter.

(2) In lieu of the directions for label-
ing prescribed for benzathine penicillin
G and procaine penicillin G in oil by
§ 146a.101 (a) (3), each package shall
bear on the outside wrapper or container
and the immediate container the num-
ber of units of benzathine penicillin 0,
the number of units of procaine pencil-

9746,



Tuesday, December 20, 1955

lin G, and the number of milligrams of
streptomycin or dihydrostreptomycM in
each milliliter of the batch.

(3) In addition to complying with the
reqirements of §-146a.101 (a) (4) a
person who requests certification of a
batch shall submit with his request a,
statement showing the batch mark and
(unless it was previously submitted) the
results and the date of the latest tests
and assays of the streptomycin or di-
hydrostreptomycm used in making the
batch for potency, sterility, toxicity,
pyrogens, histamine, moisture, pH, strep-
tomycin content if it is dihydrostrepto-
myncm, and crystallinity if it Is
crystalline dihydrostreptomycm; and the
number of units of benzathine penicillin
G and procaine penicillin, and the num-
ber of milligrams of streptomycin or
dihydrostreptomycm in each milliliter of
the batch. He shall also submit in con-
nection with his request a sample con-
sisting of not less than 5 immediate
containers of the batch and (unless it
was previously submitted) a sample con-
sisting of 5 packages (for all tests except
sterility) and 10 packages (for sterility
testing) each containing approximately
0.5 gram of the streptomycin or dihy-
drostreptomycin used in making the
batch, packaged in accordance with the
reqirements of § 146b.101 (b) of this
chapter.

(b) The fee for the services rendered
with respect to each immediate container
in the sample of streptomycin or dihy-
drostreptomycin submitted, for all tests
except sterility, in accordance with the
requirements prescribed by this section,
shall be $10.00.

§ 146a.103 Penicillin V (phenoxy-
methyl penicillin)-(a) Standards of
identity, strength, quality, and purity.
penicillin V is crystalline phenoxymethyl
penicillin. It contains not less than 90
percent of penicillin V. It is so purified
and dried that:

(1) Its potency is not less than 1,500
units per milligram.

(2) It is nontoxic.
(3) Its moisture content is not more

than 2.0 percent.
(4) Its pH in a saturated aqueous solu-

tion is not less than 2.5 and not more
than-4.0.

(b) Packaging. In all cases the in-
mediate container shall be a tight con-
tainer as defined by the U. S. P. and shall
be of such composition as will not cause
any change in the strength, quality, or
purity of the contents beyond any limit
therefor in applicable standards, except
that minor changes so caused that are
normal and unavoidable in good packag-
ing, storage, and distribution practice
shall be disregarded.

(c) Labeling. Each package shall
bear on its outside wrapper or container
and the immediate container, as herein-
after indicated, the following:

(1) The batch mark.
(2) The number of units per milligram

and the number of grams in the immedi-
ate container.

(3) The statement "s-Epiation date
- the blank being illed

n with the date that is 24 months after
the month during which the batch was
certified: Provided, however, That such
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expiration date may be omitted from the
immediate container If such immediate
container is packaged in an Individual
wrapper or container.

(4) The statement "For use In the
manufacture of nonparenteral drugs
only."

(5) The statement "Caution: Federal
law prohibits dispensing without pre-
scription."

d) Request for certiflcation, samples.
(1) In addition to complying with the
requirements of § 146.2 of this chapter, a
person who requests certification of a
batch shall submit with his request a
statement showing the batch mark, the
number of packages of each size In the
batch, and the date on which the latest
assay of the drug comprising such batch
was completed. Such request shall be
accompanied or followed by the results
of tests and assays made by him on the
batch for potency, toxicity, moisture, pH,
crystallinity, and penicillin V content.

(2) Such person shall submit with his
request an accurately representative
sample of the batch, consisting of 10
packages, each containing approximately
300 milligrams taken from a different
part of such batch, packaged in accord-
ance with the requirements of paragraph
(b) of this section.

(e) Fees. The fee for the services ren-
dered with respect to each batch under
the regulations in this part shall be:

(1) $4.00 for each immediate con-
tamer in the sample submitted in ac-
cordance with paragraph (d) (2) of this
section.

(2) If the Commissioner considers
that investigations other than e:amlna-
tion of such Immediate containers are
necessary to determine whether or not
such batch complies with the require-
ments of § 146.3 of this chapter for the
issuance of a certificate, the cost of such
investigations.
The fee prescribed by subparagraph (1)
of this paragraph shall accompany the
request for certification unless such fee
is covered by an advance deposit main-
tamed in accordance with § 140.8 (d) of
this chapter.

§ 146a.106 Tablets benzathine pcniell-
Zin G and penicillin V (a) Tablets
benzathme penicillin G and penicillin V
conform to all requirements and are
subject to all procedures prescribed by
§ 146a.27 for tablets benzathine penicil-
lin G, except that each tablet contains
not less than 50,000 units of penicillin V.

(b) In lieu of the labeling directions
prescribed for tablets benzatlilne peni-
cillin G by § 146a.27 (c) (1) (Ul), each
package shall bear on the outside wrap-
per or container and the immediatecon-
tamer the number of units of each land
of penicillin.

(c) In addition to complying wlth the
requirements of § 14Ga.27 (d) a person
who requests certification of a batch
shall submit with his request a statement
showing the batch mark and (unless
they were previously submitted) the re-
sults and the date of the latest tests and
assays of the penicillin V used in making
the batch for potency, toxicity, moisture,
pH, crystallinity, and penicillin V con-
tent. He shall also submit in connection
with his request a sample conlsiting of
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not lezs than 30 tablets of the batch and
(unlezs It was previously submitted) a
sample consisting of 10 packages con-
taining approximately equal portions of
not les than 300 milligrams each of the
penicillin V used in making the batch,
packaoged In accordance with the re-
quirements of § 146a.103 (b)

d) The fee for the services rendered
with respect to each immediate con-
tainer In the sample of penicillin V
submitted In accordance with the re-
quirements prescribed therefor by this
section shall be $4.00.

§ 14a.107 C a p s u Z e s penzcillZn V
Capsules penicillin V are capsules that
conform to all requirements and are sub-
ject to all procedures prescribed by
§ 146a.27 for tablets penicillin V except
that the moisture content of such cap-
sules is not more than 2 percent.

§ 146a.103 Procaine peniclin-strep-
tomycin-polymyxin in oil; procaine pan-
lcllin-dWhydrostreptomycm - pollymzymrn
in oil. Procaine penilcillin-streptomy-
cin-polymyxiin in oil and procane pen-
Icillin-dihydrostreptomycin - polymyxn
in oil conform to all requirements and
are subject to all procedures prescribed
by § 146a.57 for procaine penicillin and
streptomycin in oil and procaine pen-
Icllin and dihydrostreptomycin in oil,
except that:

(a) They contain not less than 50,000
units of polymyxin B per smngle-dose
container. The polymyxin B used con-
forms to the requirements prescribed for
polymyxin B by § 146b.107 (a) of this
chapter.

(b) In lieu of the labeling prescribed
by § 146a.57 (a) (3) each package shall
bear on the outside wrapper or container
and the immediate container the num-
ber of units of penicillin, the number
of milligrams of streptomycin or dihy-
drostreptomycin, and the number of
units of polymyxin B per milliliter or
per prezcribed doze; if it contains one
or more of the active ingredients spec-
ifled in § 146a.57 (a) (2) the name and
quantity of each; the statement "For
udder Instillation of cattle only" and
the statement "Expiration date ___:"
the blank being filled in with the date
that Is 12 months after the month dur-
ing which the batch was certified. Each
package shall also bear on its label and
labeling, if It contains one or more of
the active ingredients specified m
§ 146a.57 (a) (2) after the name "pro-
caine penicillin - streptomycin - poly-
myxin in oil" or "procaine pemcillin-
dihydrostreptomycln-polymymn in oil,"
vwherever It appears, the words "with

-(the blank being
filled in with the common or usual name
of each such ingredient) " in juxtapo-
sition with such name.

(c) In addition to complying with the
requirements of § 146a.57 (a) (4) a per-
ron who requests c~rtification of a batch
shall submit with his request a statement
ohowing the batch mark and (unless it
was previously submitted) the results
and date of the latest tests and assays of
the polymyxin used In making the batch
for potency and toxicity. He shall also
zubmit in connection with his request a
sample consisting of not less than 6 im-
mediate containers of the batch and
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(unless it was previously submitted) a
sample consisting of 5 packages contain-
Ing equal portions of not less than 0.5
gram each of the polymyxm used in
making the batch.

(d) The fee for the services rendered
with respect to each immediate con-
tainer in the sample of polymyxm sub-
mitted in accordance with the require-
ments prescribed therefor by this section
shall be $4.00.

PART 146b-CERTIrIcATION O' STREPTOMY-
CIN (OR DIHYDROSTREPTORIYCIN) AiD
STREPTOInTrcIN- (OR DIHYDROSTREPTO-
IuYCIN-) CONTAINING DRUGS

Sec.
146b.101 Streptomycin sulfate, streptomy-

cin hydrochloride, streptomycin
phosphate, streptomycin trihy-
drochloride calcium chloride.

146b.102 Streptomycin ointment; dihydro-
streptomycin ointment.

146b.103 Dihydrostreptomycin sulfate, crys-
talline dihydrostreptomycn sul-
fate, dihydrostreptomycin hy-
drochloride.

146b.104 Streptomycin tablets; dihydro-
streptomycin tablets.

146b.105 Streptomycin for topical use;
streptomycin with --------- for
topical use.

146b.106 Streptomycin sulfate solution; di-
hydrostreptomycin sulfate solu-
tion.

146b.107 Streptomycin - polymyxin - baci-
tracin tablets.

146b.108 Streptomycin syrup, streptomycin
and kaolin in gel; dihydrostrep-
tomycin syrup, dihydrostrepto-
mycin and kaolin in gel.

146b.109 Streptomycin , bacitracin - poly-
myxin gauze pads.

146b.ll Streptomycin otic with antifungal
agent, streptomycin otic with
------ , dihydrostreptomycin otic
with antifungal agent, dihydro-
streptom ycin otic with - ------.

146b.111 Streptomycin- kaolin-pectin -alu-
minum hydroxide gel powder
veterinary; dihydrostreptomy-
cin-kaolin-pectin-aluminum hy-
droxide gel powder veterinary.

146b.112 Streptomycin for inhalation ther-
apy; dihydrostreptomycin for
inhalation therapy.

146b.113 DIhydrostreptomycin - streptomy-
cin sulfates.

146b.114 Streptomycin sulfate oral veteri-
nary.

146b.115 Streptomycin sulfate powder oral
veterinary; streptomycin sulfate
granules oral veterinary.

146b.116 Streptomycylidene isonlcotinyl hy-
drazine sulfate.

146b.117 Dihydrostreptomycin - streptomy-
cin sulfates solution.

140b.18 Streptomycin - penicillin - sulfon-
amide with kaolin and pectin;
dihydrostreptomycin - penicil-
lin-sulfonamide with kaolin and
pectin.

146b.119 Streptomycin hydrochloride solu-
tion oral veterinary; streptomy-
cia sulfate solution oral vet-
erinary.

140b.120 Dihydrostreptomycin - streptomy-
cin sulfates with isonicotinic
acid hydrozide.

146b.121 Streptomycin-erythromycin oint-
ment.

146b.122 Streptomycin - chlortetracycline.
chloramphenicol-bacitracin den-
tal cement; dihydrostreptomy.
cin - chlortetracycline - chlor-
amphenicof - bacitracin dental
cement.

Sec.
146b.123 Streptomycin- sodium sulfathia-

zole solution veterinary; dihy-
drostreptomycin - sodium sulfa-
thiazole -solution veterinary.

146b.124 Streptomycin-polymyxin-neoy-
cin ointment; dihydrostreptomy-
cin-polymyxin-neomycin oint-
ment.

AUMorY: § 146b.101 to 146b.124 issued
under sec. 701, 52 Stat. 1055; 21 U.,S. C. 371.
Interpret or apply sec. 507, 59 Stat. 463, as
amended; 21 U. S. C. 357.

§ 146b.101 Streptomycin sulfate, strep-
tomycin hydrochloride, streptomycin
Phosphate, streptomycin trihydrochlo-
ride calcium chloride (streptomycin cal-
cium chloride comle)-(a) Standards
of4dentity, strength, quality, and purity.
Streptomycin sulfate Is the sulfate salt
of a kind of streptomycin or a mixture
of two or more such salts; streptomycin
hydrochloride is the hydrochloride salt
of a kind of streptomycin or a mixture
of two or more such salts; streptomycin
phosphate is the phosphate salt of a
kind of streptomycin or a mixture of two
or more such salts; streptomycin trihy-
drochlorlde calcium chloride Is the dou-
ble salt of a kind of streptomycin or a
mixture of two or more such salts. Each
such drug Is so purified and dried that:

(1) Its potency is not less than 650
micrograms per milligram;

(2) It is sterile;
(3) It is nontoxic;
(4) It l nonpyrogenic;
(5) It contains no histamine or hista-

mine-like substances;
(6) Its moisture content is not more

-than 5.0 percent;
(7) Its PH in aqueous solution of 0.2

gram per millimeter is not less than 4.5
and not more than 7.0.

(b) Packaging. In all cases the im-
mediate container shall be a tight con-
tamer as defined by the U. S. P., shall
be sterile at the time of filling and clos-
ing, shall be so sealed that the contents
cannot be used without destroying the
seal, and shall be of such composition as
will not cause any change in the strength,
quality, or purity of the contents beyond
any limit therefor m applicable stand-
ards, except that minor changes so
caused which are normal and unavoid-
able in good packaging, storage, and
distribution practice shall be disregarded.
In case it is packaged for dispensing,
it shall be in immediate containers of
colorless (unless it is intended solely for
veterinary use) transparent glass closed
by a substance through which a hypo-
dermic needle may be introduced and
withdrawn without removing the closure
or destroying its effectiveness. Unless
it is intended solely for veterinary use
and is conspicuously so labeled, each
such container shall contain 0.5 gram,
1.0 gram, 2.0 grams, 3.0 grams, 4.0 grams,
5.0 grams, or 10.0 grams, and each may
be packaged in combination with a con-
tamer of the solvent water for mJection
U. S. P., dextrose injection 5 percent
U. S. P or physiological salt solution
U. S.P

(c) Labeling. Each package shafl
bear on its label or labeling as herein-,
after indicated, the following:

(1) On the outside wrapper or con-
tamer and the immediate container

(1) The batch mark;
(it) The number of grams in the Im-

mediate container;
(i11) The statement "Expiration date

--------- "the blank being filled in with
the date which is 48 months after the
month during which the batch was cer-
tified: Provided, however That such
expiration date may be omitted from the
immediate container if such immediate
container is packaged in an individual
wrapper or container;

(lv) The statement "For Manufactur-
ing Use," "For Repacking," 'or "For
Manufacturing Use or Repacking" when
packaged for repacking or for use as
an ingredient in the manufacture of
another drug, as the case may be.

(2) On the outside wrapper or con-
tainer, the statement "Caution: Federal
law prohibits dispensing without lire-
scrlption," unless it is packaged for dis-
pensing and It is intended solely for
veterinary use and is conspicuously so
labeled.

(3) On the circular or other labeling
within or attached to the package, if it
is packaged for dispensing: _

(I) If it is intended for use by man,
adequate directions and warnings for Its
use by practitioners licensed by law to
atminister such drug.

(i) If it is intended solely for veteri-
nary use and is conspicuously so labeled,
adequate directions and warnings for the
veterinary use. of such drug by the laity.
Such circular or other labeling may also
bear a statement that a -brochure or
other printed matter containing infor-
mation for other veterinary uses of such
drug by a veterinarian iceQnsed by law to
administer It will be sent to such vet-
ermnarian on request.

(ii) The conditions under which such
solutions should be stored, including the
statement "Sterile solutions may be
stored at room temperature for 4 weolts
without significant loss of potency.

(d) Request for certificatibn, check
tests and assays; samples. (1) In addi-
tion to complying with the requirements
of § 146.2 of this chapter, a person
who requests certification of a batch
shall submit with his request a state-
ment showing the batch mark, the
number of packages of each size in
the batch, the number of grams in
each package, and (unless it was pre-
viously submitted) the date on which the
latest assay of the drug comprising the
batch was completed. Such request shall
be accompanied or followed by the re.
sults of tests and assays made by him
on the batch for potency, sterility, tox-
icity, pyrogens, histamine content, mois-
ture, and PH. If such batch or any part
thereof is to be packaged with a solvent
such request shall also be accompanied
by a statement that such solvent con-
forms to the requirements- prescribed
therefor by this section.

(2) If such batch Is packaged for dis-
pensing, such person shall submit with
his request an accurately representative
sample of the batch, consisting of the
following:

U) For all tests except sterility; one
immediate container for each 5,000 Im-
mediate containers In such batch, but
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in no case less than 5 or more than 12
immediate containers.

Cii) For sterility testing; 10 immdi-
ate containers.
Such sample shall be collected by toang
single immediate containers at such in-
tervals throughout the entire time of
packaging the batch that the quantities
packaged during the intervals are
approximately equal.

(3) If such batch is packaged for re-
packing or for use as an ingredient in
the manufacture of another drug, such
person shall submit with his request an
accurately representative sample of the
batch, consisting of the following:

Ci) For all tests except sterility; 5
packages.

di) For sterility testing; 10 packages.
Each such package shall contain approx-
imately 0.5 gram taken from a different
part of such batch, and each shall be
packaged in accordance with the re-
quirements of paragraph (b) of this
section.

(4) In connection with contemplated
requests for certification of repackaged
batches or batches of another drug in
the manufacture of whichit is to be used,
the manufacturer of a batch which Is to
be so repacked or used may request the
Commissioner to make check tests and
assays on a sample of such batch taken
as prescribed by subparagraph (3) of this
paragraph. From the information re-
quired by subparagraph 1) of this para-
graph may be omitted results of tests
and assays not required for the batch
when used in such other drug. The Com-
nisioner shall report to such manufac-
turer results of such check tests and
assays as are so requested.

-(e) Fees. The fee for the services
rendered with respect to each batch
under the regulations in this part
shall be:

(1) $10.00 for each immediate con-
tamer in the samples submitted in ac-
cordance with paragraph d) (2) (),
13) (i) and (4) of this section; and

(2) If the Commissioner considers
that investigations, other than examina-
tion of such immediate containers, are
necessary to determine whether or not
such batch complies with the require-
ments of § 146.3 of this chapter for the
issuance of a certificate, the cost of such
investigations.
The fee prescribed by subparagraph
(1) of this paragraph shall accompany
the request for certification unless
such fee is covered by an advance
deposit maintained in accordance with
§ 146.8 (d) of this chapter.

§ 146b.102 Streptomycm ointment; di-
hydrostreptomyicm o zn t m e n t - (a)
Standards of id4ntity, strength, quality,
and purity. Streptomycm ointment
and dihydrostreptomycmi ointment is
streptomycm or dihydrostreptomycin
in a suitable and harmless ointment
base, with or without suitable and harm-
less dispersing and suspending agents
,nd preservatives. Its potency is not less
than 5,000 micrograms per gram of oint-
ment. The streptomycm used conforms
to the requirements of § 146b.101 (a), ex-
cept subparagraphs (2) (4), (5) and
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(6) of that -aragraph. The dihydro-
streptomycin used conforms to the re-
quirements of § 146b.103, except the
standards for sterility, pyrogens, bL-ta-
mine, and moisture. Each other sub-
stance used, if its name Is recogMized in
the U. S. P. or N. F., conforms to the
standards prescribed therefor by such
official compendium.

(b) Pc~~agzng. Streptomycin oint-
ment and dlhydrostreptomycin ointment

-shall be packaged in collapsible tubes
which shall be well-closed containers as
defined by the U. S. P., and each such
tube shall not be larger than the 2-ounce
size, except if It is labeled solely for hos-
pital use It may be packaged in imme-
diate containers of glass which meet the
test for tight gontainers as defined by
the U. S. P. The composition of the
immediate container and closure shall be
such as will not cause any change in the
strength, quality, or purity of the con-
tents beyond any limit therefor in appli-
cable standards, except that minor
changes so qaused which are normal and
unavoidable in good packagfing storage,
and distribution practice shall be dis-
regarded.

(c) Labeling. Each package of strep-
tomycin ointment shall bear, on Its label
or labeling as hereinafter indicated, the
following:

(1) On the outside wrapper or con-
tainer and the Immediate container:

(I) The batch mark;
CiI) The number of micrograms per

gram of the batch;
(iii) If the batch contains preserva-

tives, the name and quantity of each
such substance used; and
(iv) The statement 'Explration date

, the blank being filled
in with the date which is 24 months after
the -month during which the batch was
certified: Provided, however, That such
expiration date may be omitted from the
immediate container if such immediate
container is packaged in an individual
wrapper or container.

-(2) On the outside wrapper or con-
tainer:
(1) The statement "Caution: Federal

law prohibits dispensing without pre-
scription," uilless It is packaged for dis-
pensing and It is intended solely for
veterinary use and is conspicuously so
labeled.

(ii) If it is paclmged for dispensing
and it is intended for use by man, a ref-
erence specifically Identifying a readily
available medical publication containing
information (including contraindicntions
,and possible sensitization) adequate for
the use of such drug by practitioners l-
censed by law to administer it; or a
reference to a brochure or other printed
matter containing such information, and
a statement that such brochure or other
printed matter will be sent on request:
Provided, however That this reference
may be omitted If the information is
contained in a circular or other labeling
within or attached to the package.

(3) On the circular or other labeling
within or attached to the package, if it
is packaged for dispensing and It is in-
tended solely for veterinary use and is
conspicuously so labeled, adequate direc-
tions and warnings for the veterinary

use of such drug by the laity. Such cir-
cular or other labeling may also bear a
statement that a brochure or othar
printed matter containing information
for other veterinary uszs of such arug by
a veterinarian licensed by law to admin-
ister It will be sent to such veterinarian
on request.

d) Requests for certiftcation; sam-
pIes. (1) In addition to complying with
the requirements of § 146.2 of this
chapter, a person who requests cer-
tification of a batch of streptomy-
cin ointment or dihydrostreptomymn
ointment shal submit with his re-
quc t a statement showing the batch
mark, the number of packages of each
size in such batch, the batch mark and
(unless It was previously submitted) the
date on which the latest assay of the
streptomycin used in making such batch
was completed, the quantity of each
ingredient used in making the batch, the
date on which the latest assay of the
drug comprising such batch was com-
pleted, and that each component of the
ointment base used conforms to the re-
quirements prescribed therefor, f any,
by this section.

(2) Except as otherwise provided by
subparagraph (4) of this paragraph such
person shall submit in connection with
his request results of the tests and assays
listed after each of the following, made
by him on an accurately representative
sample of:

(I) The batch; potency.
(i) The streptomycin or dihydro-

streptomycin used in making the batch;
potency, toxicity, pH, streptomycin con-
tent if It is dlhydrostreptomycin, and
crystallinity If It Is crystalline dihydro-
streptomycin sulfate.

(3) Except as otherwise provided by
subparagraph (4) of this paragraph, such
person shall submit In connection with
his request, in the quantities hereinafter
indicated, accurately reprezentative sam-
ples of the following:

(I) The batch; one immediate con-
tainer for each 5,000 immediate contain-
ers in the batch, but in no case les3 than
5 immediate containers or more than 12
immediate containers unless each sumn
container is packaged for hospital use
and contains more than 2 ounces, in
which eas-e the sample shall consist of ap-
proximately 1 ounce of ointment for each
5,000 immediate containers in the batch,
but in no case less than five 1-ounce por-
tions or more than twelve 1-ounce por-
tions. Such sample shall be collected oy
taking single immediate containers or l-
ounce portions at such intervals through-
out the entire time of packagig the
batch that the quantities packaged dur-
Ing the intervals are approimatey
equal.

(I) The streptomycin or dihydro-
streptomycin used in a-ing the batch;
5 packages containing approximately
equal portions of not less than 0.5 gram
each, packaged in accordance with the
requirements of § 146b.101 (b)

(Ill) In case of an initial request for
certification, the ingredients used in
making the ointment base of the batch;
one package of each containing approxi-
mately 200 grams, except for the sus-
pending -and dispersing agents used, in
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which case the sample shall consist of
approximately 5 grams.

(4) No result referred to in subpara-
graph (2) (i) of this paragraph, and
no sample referred to in subparagraph
(3) (ii) of this paragraph, is required if
such result or sample has been previously
submitted.

(e) Fees. The fee for the services
rendered with respect to each batch of
streptomycin ointment or dihydrostrep-
tomycin ointment under the regulations
in this part shall be:

(1) $4.00 for each package in the sam-
ples submitted in accordance with para-
graph (d) (3) (i) (ii), and (iii) of this
section; and

(2) If the Commissioner considers
that investigations, other than examina-
tion of such packages, are necessary to
determine whether or not such batch
complies with the requirements of § 146.3
of this chapter for the issuance of a cer-
tificate, the cost of such investigations.
The fee prescribed by subparagraph
(1) of this paragraph shall accompany
the request for certification, unless such
fee is covered by an advance deposit
maintained in accordance with § 146.8
(d) of this chapter.

§ 146b.103 Dihydrostreptomyctn sul-
Yate, crystalline dihydrostreptomycin
sulfate, dihydrostreptomycm hydrochlo-
ride. (a) Dihydrostreptomycin sulfate is
the hydrogenated sulfate salt of a kind of
streptomycin or a mixture of two or more
such salts; crystalline dihydrostreptomy-
cin sulfate is the hydrogenated crystal-
line sulfate salt of a kind of streptomycin
or a mixture of two or more such salts:
dihydrostreptomycin hydrochloride is the
hydrogenated hydrochloride salt of a
kind of streptomycin or a mixture of
two or more such salts. Each such drug
conforms to all requirements prescribed
by § 146b.101 for streptomycin sulfate
and streptomycin hydrochloride, and is
subject to all procedures prescribed by
§ 146b.101 for streptomycin sulfate and
streptomycin hydrochloride, except that:

(1) Its potency is not less than 650
micrograms per milligram, except that
if it is crystalline dihydrostreptomycin
sulfate its potency is not less than 725
micrograms per milligram.

(2) Its content of streptomycin sul-
fate or streptomycin -hydrochloride is
not more than 3.0 percent when calcu-
lated as streptomycin base, except that
if it is crystalline dhyidrostreptomycin
sulfate its content of streptomycin sul-
fate is not more than 1.0 percent.

§ 146b.104 Streptomyczn tablets; di-
hydrostreptomycM tablets-(a) Stand-
ards o1 identity, strength, quality, and
purity. Streptomycin tablets and dihy-
drostreptomycin tablets is streptomycin
or dihydrostreptomycin tableted with or
without glucuronolactone, kaolin or
other suitable and harmless absorbent
ingredients, pectin, and dried alun-
num hydroxide gel, and with or with-
out the addition of one or more suit-
able and harmless diluents, binders,
lubricants, colorings, and flavorings.
If it is intended solely for veteri-
nary use and is conspicuously so labeled,
it may contain vitamin A, one or more
suitable sulfonamides, or both. The
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potency of each tablet is not less than
50 milligrams. Its moisture content is
not more than 5 percent. The strep-
tomycin used conforms to the standards
prescribed therefor by § 146b.101 (a),
except subparagraphs (2) and (4) of
that paragraph or in the case of tab-
lets for veterinary use, streptomycin
sulfate oral veterinary conforming to the
standards m § 146b.114 (a) may be used.
The dihydrostreptomycin used conforms
to the standards prescribed therefor by
§ 146b.103, except the standards for ste:-
rility and pyrogens. Each other sub-
stance used, if its name is recognized m
the U. S. P or N. F., conforms to the
standards prescribed therefor by such
official compendium.

(b) Packaging. Unless each strepto-
mycin or dibydrostreptomycm tablet is
enclosed in foil or plastic film and such
enclosure is a tight container as de-
fined by the U. S. P., except the provision
that it shall be capable of tight reclosure,
the immediate container shall be a tight
container as so defined. The immediate
container may also contain a desiccant
separated from the tablets by a plug of
cotton or other like material. The com-
position of the immediate container, or
of the foil or film enclosure, shall be such
as will not cause any change in the
strength, quality, or purity of the con-
tents beyond any limit therefor in ap-
plicable standards, except that minor
changes so caused which are normal and
unavoidable in good packaging, storage,
and distribution practice shall be disre-
garded.

() Labeling. Each package of strep-
tomycin or dihydrostreptomycin tablets
shall bear, on its label or labeling as
hereinafter indicated, the.following:

(1) On the outside wrapper or con-
tainer and the immediate container:

(I) The batch mark;
(i) The potency of each tablet of the

batch;
(riI) The statement "Expiration date

---," the blank being filled in with
the date which is 24 months after the
month during which the batch was cer-
tified: Provided, however That such
expiration date may be omitted from
the immediate container if such imme-
diate container is packaged in an in-
dividual wrapper or container;

(iv) If the batch contains, in addition
to streptomycin or dihydrostreptomycin,
one or more of the other active ingredi-
ents specified in paragraph (a) of this
section, the name and quantity of each
such other ingredient in each tablet.

(2) On the outside wrapper or con-
tamer:

(i) The statement "Caution: 'Federal
law prohibits dispensing without pre-
scription," unless it is packaged for dis-
pensing and it is intended solely for vet-
erinary use and is conspicuously so
labeled.

(ii) If it is packaged for dispensing,
and it is intended for use by man, a ref-
erence specifically identifying a readily
available medical publication containing
information (including contraindica-
tions and possible sensitization) ade-
quate for the use of such drug by practi-
tioners licensed by law to administer it;
or a reference to a brochure or other
printed.matter containing such informa-

tion, and a statement that such brochure
or other printed matter will be sent on
request: Provided, however, That this
reference may be omitted if the informa-
tion is contained in a circular or other
labeling within or attached to the
package.

(3) On the label and labeling, If It
contains, in addition to streptomycin or
dihydrostreptomycin, one or more of the
other active ingredients specified in
paragraph (a) of this section, after the
name "Streptomycin Tablets" or "Dlhy-
drostreptomycin Tablets," wherever it
appears, the words "with --------------
(the blank being filled in with the com-
mon or usual name of each such other
ingredient)"' in Juxtaposition with such
name.

(4) On the circular or other labeling
within or attached to the package, if It
is packaged for dispensing and it Is In-
tended solely for veterinary use and is
conspicuously so labeled, adequate direc-
tions and warnings for the veterinary
use of such.drug by the laity, Such cir-
cular or other labeling may also bear a
statement that a brochure or other
printed matter containing information
for other veterinary uses of such drug by
a veterinarian licensed by law to ad-
minister it will be sent to such veteri-
narian on request.

(d) Request for certification; sam-
ples. (1) In addition to complying with
the requirements of § 146.2 of this
chapter, a person who requests certifi-
cation of a batch of streptomycin or
dihydrostreptomycin tablets shall sub-
mit with his request a statement show-
ing the batch mark, the number of
packages of each size in such batch, the
batch mark and (unless it was previously
submitted) the date oi which the latpst
assay of the streptomycin or dihydro-
streptomycin used in making-such batch
was completed, the potency of each tab-
let, the quantity of each ingredient used
in making the batch, the date on which
the latest assay of the drug comprising
such batch was completed, and a state-
ment -that each ingredient used in
making-the batch conforms to the re-
quirements prescribed therefor, if any,
by this section.

(2) Except as otherwise provided in
subparagraph (4) of this paragraph, such
person shall submit In connection with
his request results of the tests and assays
listed after each of the following, made
by him on an accurately representative
sample of:

(I) The batch; average potency per
tablet and average moisture.

(ii) The streptomycin or dihydrostrep.
tomycin used in making the batch:
potency, toxicity, histamine content,
moisture, pH, streptomycin content if it
is dihydrostreptomycin, and crystallin-
ity if it is crystalline dihydrostreptomy-
cin sulfate.

(3) Except as otherwise provided by
subparagraph (4) of this paragraph, such
person shall submit in connection with
his request, In the quantities hereinafter
Indicated, accurately representative sam.
ples of the following:

(i) The batch; one tablet for each
5,000 tablets in the batch, but In no case
less than 20 tablets or more than 100 tab-
lets, collected by taking single tablets at
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such intervals throughout the entire time
of tableting that the quantities tableted
during the intervals are approximately
equal.

9ii) The streptomycin or dlhydro-
streptomycin used in making the batch;
five packages containing approximately
equal portions of not less than 0.5 gram
each, packaged in accordance with the
requirements of § 146b.101 (b)

Ciii) In case of an initial request for
certification, each other ingredient used
in making the batch; one package of
each containing approximately 5 grams.

(4) No result referred to in subpara-
graph (2) Cii) of this paragraph, and no
sample referred to in subparagraph (3)
(ii) of this paragraph, is required if such
result or sample has been previously sub-
mitted.

(e) Fees. The fee for the service ren-
dered with respect to each batch of strep-
tomycin or dihydrostreptomycm tablets
under the regulations in this part shall
be:

(1) $1.00 for each tablet in the sample
submitted in accordance with paragraph
(d) (3) (i) of this section; $10.00 for
each package in the samples submitted
in accordance with paragraph d) (3)
(ii) of this section; $4.00 for each pack-
age in the samples submitted in accord-
ance with paragraph d) (3) (i11) of this
section; and

(2) If the Commissioner considers
that investigations, other than examina-
tion of such tablets and packages, are
necessary to determine whether or not
such batch complies with the require-
ments of § 146.3 of this chapter for the
issuance of a certificate, the cost of such
investigations.
The fee prescribed by subparagraph (1)
of this paragraph shall accompany the
request for certification, unless such fee
is covered by an advance deposit main-
tamed in accordance with § 146.8 (d) of
this chapter.

§ 146b.105 Streptomycrn for topical
use; streptomycin with ____ (the blanh
being Alled zn witi the name of the vehi-
cle if a package combination) for topical
use-a) Standards of identity, strength,
quality, and purity. Streptomycin for
topical use conforms to all the require-
ments prescribed by § 146b.101 (a) for
streptomycin, and may be packaged in
combination with a container of a suit-
able and harmless vehicle.

(b) Packaging. The immediate con-
tamer of streptomycin for topical use
shall be of colorless transparent glass so
closed as to be a tight container as de-
fined by the U. S. P., shall be sterile at
the time of filling and closing, shall be
so sealed that its contents cannot be
used without destroying such seal, and
shall be of such composition as will not
cause any change in the strength, qual-
ity, or purity of the contents beyond any
limit therefor in applicable standards,
except that minor changes so caused
which are normal and unavoldabla in
good packaging, storage, and distribution
practice shall be disregarded. Each
such container shall contain not less
than 20 milligrams.

(c) Labeling. Each package of strep-
-tomycm for topical use shall bear on its
label or labeling, as hereinafter indi-
cated, the following:

(1) On the outside wrapper or con-
tainer and the immediate container:

(1) The batch markr;
(i) The number of milligrams in the

Immediate container;
(ifi) The statement Expiration date

," the blank being
filled in with the date which is 43 months
after the month during which the batch
was certified: Provided, howercr, That
such expiration date may be omitted
from the Immediate container if such
immediate container is packaged in an
individual wrapper or container;

(iv) The statement "Caution: Not for
Intravenous or systemic medication."

(2) If It is a package combination.
-on the immediate container of the ve-
hicle in the combination:

(1) A statement giving the method of
dissolving the streptomycin in the ve-
hicle and the statement "The solution
may be stored at room temperature for
1 week without significant loss of po-
tency""

(L) The potency per milliliter after the
streptomycin has been disolved therein;
and

Cff) The statement "Caution: Not
for intravenous or systemic medica-
tion."

(3) On the outside wrapper or con-
tainer:

(i) The statement "Caution: Federal
law prohibits dispensing without pre-
scription," unless it is packaged for dis-
pensmg and it Is intended solely for
veterinary use and is conspicuously so
labeled.

(i) If Ibis packaged for dispensing and
it is intended for use by man, a reference
specifically identifying a readily avail-
able medical publication containing in-
formation (including contraindications
and possible sensitization) adcquate for
the use of such drug by practitioners
licensed by law to administer it; or a ref-
erence to a brochure or other printed
matter containing such information, and
a statement that such brochure or other
printed matter will be sent on request:
Provided, however That this reference
may be omitted if the information is con-
tamed in a circular or other labeling
within or attached to the package.

(4) On the circular or other labeling
within or attached to the package, if it is
packaged for dispensing and it is in-
tended solely for veterinary ue and Is
conspicuously so labeled, adequate direc-
tions and warnings for the veterinary
use of such drug by the laity. Such cir-
cular or other labeling may also bear a,
statement that a brochure or other
printed matter containing information
for other veterinary uses of such drug
by a veterinarian licensed by law to ad-
minister it will be sent to such veteri-
narian on request.

(d) Request for certification; samples.
(1) In addition to complying with the re-
quirements of § 146.2 of this chap-
ter, a person who requests certiflca-
tion of a batch of streptomycin for
topical use shall submit with his re-
quest a statement showing the batch
mark, the number of packages of
-each size In such batch, the number of
milligrams in each package, and (unless
It was previously submitted) the date on
which the latest assay of the drua com-
prising the batch was completed. Such

request shall be accompanied or followed
by the results of tests- and assays made by
him on the batch for potency, sterility,
toxicity, pyrozens, histamine content,
moisture, and pH. If such batch, or any
part thereof, Is to be packaged with a
vehicle, such request shall be accom-
ponied by a statement that such vehicle
conforms to the requirements prescribd
therefor by this scction.

(2) Such person shall submit In con-
nection with his request an accurately
representative sample of the batch, con-
sisting of the following:

(C) For all tests except sterility- on3
Immediate container for each 5,000 im-
mediate containers in such batch, but
in no case less than 50 or more than 100
Immediate containers.

(11) For sterility testing; 10 Immediate
containers.
Such samples shall be collected4by tak-
Ing single immediate containers, before
or after labelin-, at such intervals
throughout the entre time of packaging
the batch that the quantities packaged
during the intervals are approximately
equal

(3) In case of an Initial request for
the certification of a batch of strepto-
mycin for topical use which is to be
packaged in combination with a con-
tainer of a vehicle, or when any change
Is made In the composition of such ve-
hicle, such person shall submit in con-
nection with his request five packages of
the vehicle included in the combination.

(e) Fees. The fee for the services
rendered with respect to each batch un-
der the regulations in this part shall be:

(1) $1.00 for each Immediate container
in the sample submitted In accordance
with paragraph d) (2) () of this sec-
tion; $4.00 for each package submitted
with the ramples in accordance with
paragraph d) (3) of this section; and

(2) If the Commissioner considers
that Investigations, other than examina-
tion of such pachzages, are necessary to
determine whether or not' such batch
complies with the requirements of § 146.3
of this chapter for the Issuance of a cer-
tificate, the cost of such investigations.
The fee prescribed by subparagraph (1)
of this paragraph shall accompany the
request for certification, unless such fee
is covered by an advance deposit main-
tained in accordance with § 146.8 (d) of
this chapter.

§ 140b.106 Streptomyczn sulfate solu-
tion; dlydrotrptonjycz sulfate solu-
tion (crxtalline dihydrostreptomycu
sulfate soluton)-(-a) Standards of
identity, strength, quality, and purity.
Streptomycin sulfate solution is an
aqueous solution of streptomycin sulfate.
Dlhydrostreptomycin sulfate solution Is
an aqueous solution of dihydrostrepto-
mycln sulfate or crystalline dihydro-
streptomycain sulfate. Such solution
conforms to all standards prescribed by
§ 140b.101 for streptomycin sulfate or
§ 146b.103 for dihydrostreptomycM Sul-
fate or crystalline dihydrostreptomyciu
sulfate, except the limitation onmoisture
content, and except that:

(1) Its potency is not less than 250
milligzams per milliliter and not more
than 500 milligrams per milliiter, n-
less it Is intended solely for veterinary
use and is conspicuously so labeled.
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(2) It contains one or more suitable
and harmless preservatives.

(3) Its pH is not less than 5.0 and not
more than 8.0.

(4) It may contain one or more suit-
able and harmless buffer substances and
stabilizing agents.

(b) Packagtng. In all cases the im-
mediate container shall be a tight con-
tainer as defined by the U. S. P., shall
be sterile at the time of filling and clos-
ing, shall be so sealed that the contents
cannot be used without destroying the
seal, and shall be of such composition as
will not cause any change in the strength,
quality, or purity of the contents beyond
any limit therefor in applicable- stand-
ards, except that minor changes so
caused which are normal and unavoid-
able in good packaging, storage, and
distribution practice shall be disregarded.
In casedt is packaged for dispensing it
shall be in immediate containers. of
colorless (unless it is intended solely for
veterinary use) transparent glass closed
by a substance through which a hypo-
dermic needle may- be introduced and
withdrawn without removing the closure
or destroying its effectiveness, unless it is
packaged to 6ontain a single dose. Each
such container shall contain not less
than 1.0 milliliter and not more than 50
milliliters, unless it is intended solely for
veterinary use and is conspicuously so
labeled.
(c) Labeling, Each package shall bear

on its label or labeling, as hereinafter
indicated, the following:

(1) On the outside wrapper or con-
tainer and the immediate container:

(i) The batch mark;
(i) The number of milligrams in each

milliliter in the immediate container;
(lii) The statement "Expiration date

," the blank being filled in
with the date which is 12 months after
the month during which the batch was
certified, except that the blank may be
filled in with the date which is 18 months
or 24 months or 36 months or 48 months
after the month during which the batch
was certified if the person who requests
certification has submitted to the. Com-
missioner results of tests and assays
showing that after having been stored for
such time period such drug as prepared
by him complies with the standards pre-
scribed by paragraph (a) of this section:
Prowded, however That such expiration
date may be omitted from the imme-
diate container if such immediate con-
tainer is packaged in an individual
wrapper or container;

(iv) The name and quantity of each
preservative used; and.

(v) The statement "For manufactur-
ing use," "For repacking," or "For manu-
facturing use or repacking," when
packaged for repacking or for use as an
ingredient in the manufacture of an-
other drug, as the case may be.

(2) On the outside wrapper or con-
tainer:

(I) The statement "Store in refriger-
ator not above 15" C. (59' F.)" or "Store
below 150 C. (59* F.) "unless the person
who requests certification has submitted
to the Commissioner results of tests and
assays showing that-such drug as pre-
-pared by him complies with the stand-
ards prescribed by paragraph (a) of this
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section after having been stored at room
temperature.

(i) The statement "Caution: Federal
law prohibits dispensing without pre-
scription," unless it is packaged for dis-
pensing and it is intended solely for vet-
ermary 'use and is conspicuously so
labeled.

(3) On the 'circular or other labeling
within or attached to the package, if it
is packaged for dispensing:

(i) If it is intended for use by man,
adequate directions and warnings for
its use by practitioners licensed by law
,to administer such drug.

(ii) If it is intended solely for veter-
inary use and is conspicuously so labeled,
adequate directions and warmngs for the
veterinary use of such drug by the laity.
Such circular or other labeling may also
bear a statement that a brochure or other
printed matter containing information
for other veterinary uses of such drug
by a veterinarian licensed by law to
administer it will be sent to such vetqr-
inaian on request.

(d) Request for certification, check
tests and assays; samples. (1) In addi-
tion to complting with the requirements
of § 146.2 of this chapter, a person
who requests certification of a batch
shall submit with his requeft a state-
ment showing the batch mark, the
number of packages of each size in
the batch, the number of milligrams
or grams dissolved in each of such
packages, the date on which the latest
assay of the drug comprising such
batch was completed, and if it is crys-
talline dihydrostreptomycm sulfate so-
lution, the batch mark and (unless it was
previously submitted) the date on which
the latest assay of the crystalline dihy-
drostreptomycin sulfate used in making
such batch was completed.

(2) Except as otherwise provided by
subparagraph (4) of this paragraph,
such person shall submit in connection
with his request results of the tests and
assays listed after each of the following,
made by him on an accurately repre-
sentative sample of:

(1) The batch; potency, sterility, tox-
icity, pyrogens, histamine content, pH,
and streptomycin content, if it is dihy-
drostreptomycin sulfate or crystalline
dihydrostreptomycm sulfate.

(Ii) If crystalline dihydrostreptomy-
cin sulfate is used in making the batch;
potency and crystallinity.

(3) Except as otherwise provided by
subparagraph (4) of this paragraplh,
such person shall submit in connection
with his request, in the quantities here-
inafter indicated, accurately representa-
tive samples of the following:

(I) The batch, if packaged for dis-
pensing:

(a) For all tests except sterility- one
Immediate container for each 5,000' im-
mediate containers in such batch, but in
no case less than 5 or more than 12
immediate containers.

(b) 'For sterility testing; 10 Immedi-
ate containers.
Such samples shall be collected by tak-
ing single immediate containers at such
intervals throughout the entire time of
packaging the batch that the quantities

packaged during the Intervals are ap-
proximately equal.

(ii) The batch, If packaged for re-
packing or for use in the manufacture
of another drug:

(a) For all tests except sterility; 5
packages.

(b) For sterility testing; 10 packages,
Each such package shall contain ap-
proximately 2 milliliters taken from a
different part of such batch, and each
shall be packaged in accordance with the
requirements of paragraph (b) of this
section.

(i1) If crystalline dihydrostreptomy-
cin sulfate is'used In making the batch;
2 immediate containers containing ap-
proximately 0.5 gram each, packaged in
accordance with the requirements of
§ 146b.101 (b)

(v) In case of an Initial request for
certification, each other ingredient used
in making the batch; one package of
each containing approximately 5 grams,

(4) No result referred to In subpara-
graph (2) (i) of this paragraph, and no
sample referred to in subparagraph (3)
(ii) of this paragraph, Is required It
such result or sample has been previously
submitted.

(5) In connection with contemplated
requests for certification of repackaged
batches or batches of another drug In
the manufacture of which it Is to be
used, the manufacturer of the batch
which is to be so repacked or used may
request the Commissioner to make check
tests and assays on a sample of such
batch, taken as prescribed by subpara-
graph (3) (i) of this paragraph. From
the information required by subpara-
graph (2) (1) of this paragraph may be
omitted results of tests and assays not
required for the batch when used In sucl
other drug. The Commissioner shall re-
port to such manufacturer results of
such check tests and assays as are so
requested.

(e) Fees. The fee for the servlces
rendered with regard to each batch un-
der the regulations in this part shall be:

(1) $10.00 for each Immediate con.
tainer In the samples submitted In ac-
cordance with paragraph (d) (3) (1)
(a), (ii) (a) and (5) of this sectlon;
$4.00 for each package In the sample
submitted in accordance with paragraph
(d) (3) (ill) and (iv) of this section; and

(2) If the Commissioner considers
that investigations, other than exami-
nation of such Immediate containers,
are necessary to determine whether or
not such batch complies with the
requirements of § 146.3 of this chapter
for the issuance of a certificate, the cost
of such investigations,
The fee prescribed by subparagraph
(1) of this-paragraph shall accompany
the request for czertification unless such
fee is covered by an advance do
posit maintained in accordance with
§ 146.8 (d) of'this chapter.

§ 146b.107 Streptomycin-polymyx n-
bacitracin tablets-(a) Standards of
identity, stren th, quality, and purity.
Streptomycin-polymyxln-bacltracin tab-
lets are tablets composed of streptomy-
cin, polymyxln B, and bacitracin, with or
without the addition of one or more suit-
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able and harmless buffer substances, di-
luents, binders, lubricants, colorings, and
flavorings. The potency of each tablet is
not less than 250 mg. of streptomycin,
200,000 units of polymyxin B, and 5,000
units of bacitracin. Its moisture content
is not more than 3%. The streptomycin
used conforms to the standards pre-
scribed therefor by § 146b.101 (a) except
subparagraphs (2) and (4) of that para-
graph. The polymyxin used is produced
by the growth of Bacillus polymyxa, has
a potency of not less than 3,800 units per
milligram, and it is nontoxic. The baci-
tracin used conforms to the standards
prescribed therefor by § 146e.401 (a)
of this chapter, except subparagraphs
(1) (2) and (4) of that paragraph,
but its potency is not less than 30 units
per milligram. Each other substance
used, if its name is recognized in the
U. S. P or N. F., conforms to the stand-
ards prescribed therefor by such oMcial
compendium.

(b) Paclcagzng. Unless each tablet is
enclosed in a foil or plastic film and such
enclosure is a tight container as defined
by the U. S. P., except the provision that
it shall be capable of tight reclosure, the
immediate container shall be a tight
container as so defined. The immediate
container may also contain a desiccant
separated from the tablets by a plug of
cotton or other like material. The com-
position of the immediate container, or
of the foil or film enclosure, shall be such
as will not cause any change in the
strength, -quality, or purity of the con-
tents beyond any limit therefor in ap-
plicable standards, except that minor
changes so caused which are normal and
unavoidable in good packaging, storage,
and distribution practice shall be disre-
garded.
(c) Labeling. Each package shall

bear, on its label or labeling, as herein-
after indicated, the folowing:

(1) On the outside wrapper or con-
tamer and the immediate container:

(I) The batch mark;
(i) The number of milligrams of

streptomycin in each tablet of the
batch;

(lii) The number of units of roly-
myxin B in each tablet of the batch;

(iv) The number of units of bacitra-
cm in each tablet of the batch; and

v) The statement "Expiration date
. " the blank being filled In with

the date which is 18 months after the
month during which the batch was cer-
tiffed: Provided, however That such
expiration date may be omitted from
the immediate container if such imme-
diate container is packaged in an in-
dividual wrapper or container.

(2) On the outside wrapper or con-
tamer:
(i) The statement "Caution: Federal

law'prohibits dispensing without pre-
scription," unless it is packaged for dis-
pensing and it is intended solely for
veterinary use and is conspicuously so
labeled.

(ii) If it is packaged for dispensing
and it is intended for use by man, a refer-
ence specifically Identifying a readily
available medical publication containing
information (including contraindicatlons
and possible sensitization) adequate for
the use of such drug by practitioners
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licensed by law to admlni ter It; or a.
reference to a brochure or other printed
matter containing such information, and
a statement that such brochure or other
printed matter will be sent on request:
Provided, howerer, That this reference
may be omitted if the information I-
contained In a circular or other labeling
within or attached to the package.

(3) On the circular or other labeling
within or attached to the package, if It
is packaged for dispensing and it Is in-
tended solely for veterinary use and is
conspicuously so labeled, adequate direc-
tions and warnings for the veterin-ry use
of such drug by the laity. Such circular
or other labeling may also bear a state-
menrt that a brochure or other printed
matter containing information for other
veterinary uses of such drug by a veteri-
narian licensed by law to adminlrter it
will be sent to such veterinarln on
request.

(d) Request for certification, camplea.
(1) In addition to complying with the
requirements of § 14G.2 of this chap-
ter, a person who requests certilica-
tion of a batch of streptomycm-poly-
myxin-bacitracin tablets shall submit
with his request a statement show-
ing the batch marl, the number of
packages of each size in such batch,
the batch mark and (unless they
were previously submitted) the dates on
which the latest assays of the strepto-
mycin, polymydn, and bacltracin used
in making such batch were completed,
the potency of each tablet, the quantity
of each ingredient used in maidng the
batch, the date on which the latest assay
of the drug comprising such batch was
completed, and a statement that each
ingredient used in making the batch
conforms to the requirements prescribed
therefor by this section.

(2) Except as otherwise provided in
subparagraph (4) of this paragraph,
such person shall submit in connection
with his request results of the test- and
assays listed after each of the following,
made by him on an accurately repre-
sentative sample of:

(I) The batch; average potency of
streptomycin, polymyxin, and bacitracin
per tablet, and average moisture.

(ii) The streptomycin used in making
the batch; potency, toxicity, histamine,
moisture, and pH.

(III) The polymyxin used In making
the batch; potency and toxicity.

(iv) The bacitracin used In makUng
the batch; potency, toxicity, moisture,
and pH.

(3) Except as otherwise provided by
subparagraph (4) of this paragraph,
such person shall submit in connection
with his request, In the quantities here-
inafter indicated, accurately represent-
ative samples of the following:

(I) The batch; one tablet for each
5,000 tablets in the batch, but in no case
less than 30 tablets or more than 100
tablets: collected by taking single tab-
lets at such intervals throughout the
entire time of tableting that the quanti-
ties tableted during the intervals are
approximately equal.

(11) The streptomycin used in making
the batch; five packages containing ap-
proximately equal portions of not les
than 0.5 gram each, packaged in accord-

ance with the requirements of § 146b.lOl
(b).

(WI) The polymyxin used in making
the batch; five packaes, each contain-
ing approximately equal portions of not
less than 0.5 gram.

(iv) The bacltracin used in mahing
the batch; six packages, each containing
approxima tely cqual portions of not les
than 0.5 gram, pactaged in accordance
with the requirements of § 14Ce.01 (b)
of this chapter.

(v In case of an Initial request for
certification, each other ingredient uzad
in ma kng the batch; one pachage of
each, containin approximately 5 gram..

(4) N o result referred to in subpara-
graph (2) (1i) (ill), and 1iv) of this
paragraph, and no sample referred to in
subparagraph (3) (ii), (ill) and (iv) of
this paragraph, Is required if such result
or sample has bzen previously submitted.

(e) Fees. The fee for the services ren-
dered with respect to each batch of
streptomycin-polymyn-bacitracln tab-
lets under the regulations in this part
shall be:

(1) $1.00 for each tablet in the ample
submitted in accordance with para-
graph (d) (3) 11) of this section; .C03
for cach package In the samples sunmit-
ted in accordance with paragraph (d)
(3) Wl), (Ill), (1v), and v) of this
section; and

(2) If the Commissioner considers
that Inveatigations, other than examina-
tion of such tablets and paclages are
nece-sary to determine whether or not
such batch complies with the require-
menta of § 146.3 of this chapter for the
issuance of a certificate, the cost of such
investigations.
The fee prescribed by subp.ragranh
(1) of this paragraph shal accompany
the request for certification unIess such
fee is covered by an advance deposit
maintained in accordance with § 146.3

d) of this chapter.

§ 146b.103 Streptomyeun syrup, strep-
tomycin and :aolin in gel; dizhydrostrep,-
tomycir. syrup, dliydrostreptomycin and
7:aolin in gel-a) Standards of iden-
tity, strength, qual ty and purity. Strep-
tomycin syrup and dihydrostreptomycin
syrup are streptomycin or dihydrostrep-
tomycin dLolved in a suitable and
harmle:s diluent that contains oe or
more suitable and harmless preserva-
tives. Streptomycin and kaolin in gel
and dihydrostreptomycin and kaolin in
gel are streptomycin or dibydrostrepto-
mycin dissolved or suspended in a suit-
able and harmless gel base that contains
kaolin and one or more suitable and
harmles preservatives, with or without
one or more suitable and harmless sus-
pending, dispersing, or flavonng agents
.and with or without pectin, bismuth
glycolylarsanilate, bismuth magma, suit-
able mineral salts, or procaine hydro-
chloride. Its potency is not less than
10 milligrams per milliliter. The strep-
tomycin used conforms to the standards
prescribed therefor by § 146b.101 (a) ex-
cept subparagraphs (2), (4), and (6) of
that paragraph. The dihydrostrepto-
mycin used conforms to the standards
prescribed therefor by § 146b.103, except.
the standards for sterility, pyrogens, and
moisture. Each other substance used, if
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its name is recognized in the U. S. P or
N. F., conforms to the standards pre-
scribed therefor by such official com-
pendium.

(b) Packaging. In all cases the Im-
mediate container shall be glass, so.
closed as to be a tight container as de-
fined by the U. S. P and of such compo-
sition that will not cause any change in
the strength, quality, or purity of the
contents beyond any limit therefor in
applicable standards, except that minor
changes so caused which are normal and
unavoidable in good packaging, storage,
and distribution practice shall be disre-
garded.

(c) Labeling. Each package shall bear
on its label or labeling as hereinafter
indicated, the following:

(1) On the outside wrapper or con-
tainer and the immediate container:

(i) The batch mark;
(ii) The number of milligrams of

streptomycin or dihydrostreptomycin in
each milliliter of the batch;

(il) The statement, "Expiration date
," the blank being filled in

with the date which is 18 months after
the month during which the batch was
certified, except that the blank may be
filled in with the date which is 36 months
after the month during which the batch
was certified, if the person who requests
certification has submitted to the Com-
missioner results of tests and assays
showing that after having been stored
for such period of time such drug as
prepared by him complies with the
standards prescribed by paragraph (a)
of this section: Provided, however That
such expiration date may be omitted
from the immediate container if such
immediate container is packaged in an
individual wrapper or container;

(iv) The name and quantity of.each
preservative used; and

(v) If it contains pectin, kaolin, bis-
muth magma, bismuth glycolylarsam-
late, mineral salts, or procaine hydro-
chloride, the quantity of each such
Ingredient used and the name of the gel
base.

(2) On the outside wrapper or con-
tainer"

(I) The statement "Caution: Federal
law prohibits dispensing without pre-
scription," unless it is packaged for dis-
pensing and it is intended solely for
veterinary use and is conspicuously so
labeled.

(ii) If it Is packaged for dispensing
and it is intended for use by man, a
reference specifically identifying a read-
ily available medical publication con-
taining information (including contra-
indications and possible sensitization)
adequate for the use of such drug by
practitioners licensed by law to admin-
ister It; or a reference to a brochure or
other printed matter containing such in-
formation, and a statement that such
brochure or other printed matter will be
sent on request: Provided, however That
this reference may be omitted if the in-
formation is contained in a circular or
other labeling within or attached to the
package.

(0) On the label and labeling, if it
contains bismuth glycolylarsanilate, bis.
muth magma, or procaine hydrochlo-

ride, after the name "streptomycin and
kaolin in gel" or "dihydrostreptomyci
the kaolin in gel," wherever it appears,
the words "with bismuth glycolylar-
sanilate" or "with bismuth magma" or
"with procaine hydrochloride," in jux-
taposition with such name.
- (4) On the circular or other labeling

within or attached to the package, if it
is packaged for dispensing and it is in-
tended solely for veterinary use and Is
conspicuously so labeled, adequate di-
rections and warnings for the veterinary
use of such drug by the laity. Such
circular or other labeling may also bear
a statement that a brochure or other
printed matter containing information
for other veterinary uses of such drug
by a veterinarian licensed by law to
adminter it will be sent to such veter-
inarian on request.

(d) Request for certiftcation; samples.
(1) In addition to complying with the
requirements of § 146.2 of this chap-
ter; a person who requests certifica-
tion of a batch shall submit with his
request a statement showing the batch
mark, the number of packages of each
size in such batch, the batch mark
and (unless it was preciously sub-
mitted) the date on which the latest
assay of the streptomycin or dihydro-
streptomycin used in making the batch
was completed, the potency per milliliter
of the batch, the quantity of each in-
gredient used in making the batch, the
date on which the latest assay compris-
ing such batch was completed, and a
statement that each ingredient used in
making the batch conforms to the re-
quirements prescribed therefor, if any,
by this section.

(2) Except as otherwise provided in
subparagraph (4) of this paragraph,
such person shall submit in connection
with his request results of the tests and
assays listed after each of the following,
made by him on an accurately represent-
ative sample of:

(i) The batch; average potency per
milliliter.

(ii) The streptomycin or dihydro-
streptomycm used in making the batch;
Potency, toxicity, histamine content, pH,
streptomycin content if it is dihydro-
streptomycin, and crystallinity if it is
crystalline dihydrostreptomycin.

(3) Except as otherwise provided by
subparagraph (4) of this paragraph,
such person shall submit in connection
with his request, in the quantities here-
inafter indicated, accurately represent-
ative samples of the following:

(i) The batch; one immediate con-
tainer for each 5,000 immediate con-
tainers in the batch, but in no case less
than 5 immediate containers or more
than 12 immediate containers, collected
by taking single immediate containers at
such intervals throughout the entire
time of packaging the batch that the
quantities packaged during the inter-
vals are approximately equal.

(ii) The streptomycin or dihydro-
streptomycin used in making the batch;
five packages containing approximately
equal portions of not less than 0.5 gram
each packaged in accordance with the
requirements of § 146b.101 (b)

(ii) In case of an initial request for
certification, each other ingredient used

in making the batch;' one package of
each containing approximately 5 grams.

(4) No result referred to In subpar-
agraph (2) (Ii) of this paragraph, and
no sample referred to in subparagraph
(3) (ii) of this paragraph, is required
if such result or sample has been pro-
viously submitted.
(e) Fees. The fee for the services

rendered with'respect to each batch un-
der the regulations In this part shall be:

(1) $4.00 for 'each package In the
sample submitted in accordance with
paragraph (d) (3) () and (ii1) of this
section; $10.00 for each package In the
samples submitted In accordance with
paragraph (d) (3) (ii) of tills section;
and

(2) If the Commissioner considers
that Investigations other than examina-
tions of such packages are necessary to
determine whether or not such batch
complies with the requirements of
§ 146.3 of this chapter for the Issuance
of a certificate, the cost of such Investi-
gations.
The fee prescribed by subparagraph (1)
of this paragraph shall accompany the
request for certification unless such fee
Is covered by an advance deposit main-
tained in accordance with § 146. (W) of
this chapter.

§ 146b.109 Streptomycln-bacitracin-
volymytn gauze pads-(a) Standards
o1 identity, strength, quality, and
purity. Streptomycin-bacitracin-poly-
myxin gauze pads are absorbent gauze
that is impregnated with streptomycin,
bacitracin, and polymyxin B. Each
square inch of such pad shall contain
not less than 1 milligram of strepto-
mycin, 50 units of bacitracin and 1,000
units of polymyxin B. It Is sterile. Its
moisture content Is not more than 5 per-
cent. The streptomycin used conforms
to the standards prescribed therefor by
§ 146b.101 (a) except subparagraphs
(2), (4), and (5) of that paragraph. The
bacitracin used conforms to the stand-
ards prescribed therefor by § 146oe.401 (a)
of this chapter, except subparagraphs
(1) (2) and (4) of that paragraph, but
its potency Is not less than 30 units per
milligram. The polymyxin used con-
forms to the standards prescribed there-
for by § 146b.107 (a) The absorbent
gauze used conforms to the standards
prescribed therefor by the U. S. P

(b) Packaging. Unless It Is Intended
solely for hospital use, and is conspic-
uously so labeled, each streptomycin-
bacitracin-polymyxin gauze pad shall be
packaged individually. In all cases the
immediate container shall be of such
composition as will not cause any change
in the strength, quality, or purity of the
,contents beyond any limit therefor In
applicable standards, except that minor
changes so caused which are normal and
unavoidable in good packaging, storage,
and distribution practice shall be disre-
garded.

(c) Labeling. Eachpackage shall bear
on Its label or labeling, as hereinafter
indicated, the following:

(1) On the outside wrapper or con-
tainer and th immediate container:

(I) The batch mark;
(it) The number of milligrams of

streptomycin In each pad of the batch;
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(iI) The-number of units of bacitracin
in each pad of the batch;

(iv) The number of units of poly-
myxn B in each pad of the batch;

(v) The length, width, and type of
gauze contained in the pad; and

(vi) The statement "Expiration date
-" the blank being filled in

with the date which is 12 months after
the month during which the batch was
certified, except that the blank may be
filled in with the date which is 24 months
after the month during which the batch
was certified if the person who requests
certification has submitted to the Com-
missioner results of tests and assays
showing that after having been stored
for such period of time such drug as
prepared by him complies with the
standards prescribed by paragraph (a)
of this section: Provmded, however That
such expiration date may be omitted
from the immediate container if such
immediate container is packaged in an
individual wrapper or container.

(2) On the immediate container, the
statement "Sterility of the pad cannot
be guaranteed if the package bears evi-
dence of damage or has been previously
opened."

'(3) On the circular or other label-
ing within or attached to the package,
directions and precautions adequate for
the use of such pads.

(d) Request for certification; samples.
(1) In addition to complying with re-
quirements of § 146.2 of this chapter, a
person who requests certification of a
batch of streptomycm-bacitracm-poly-
myxim gauze pads shall submit with his
request a statement showing the batch
mark, the number of packages of each
size in such batch, the batch marks and
(unless they were previously submitted)
the dates on which the latest assays of
the streptomycin, bacitracin, and roly-
myxi used in making such batch were
completed, the potency of each pad in
the batch, the quantity of each ingredi-
ent used in making the batch, the date on
which the latest assay of the drug com-
prising such batch was completed, and a
statement that the absorbent gauze used
in making the batch conforms to the re-
quirements prescribed therefor by this
section.

(2) Except as otherwise provided in
subparagraph (4) of this paragraph,
such person shall submit in connection
with his request results of the tests and
assays listed after each of the following,
made by him on an accurately repre-
sentative sample of:

(i) The batch; average potency of
streptomycin, bacitracin, and polymyxin
per pad, sterility, and average moisture.

(I) The streptomycin used in making
the batch; potency, toxicity, moisture,
and pI.

Qii) The bacitracm used in making
the batch; potency, toxicity, moisture,
and pH.

(iv) The polymyxin used in making
the batch; potency and toxicity.

(3) Except as otherwise provided by
subparagraph (4) of this paragraph,
such person shall submit in connection
with his request, in the quantities here-
inafter indicated, accurately represen-
tative samples of the following:

(i) 'The batch:
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(a) For all tests except sterility; one
pad for each 5,000 pads in the batch, but
In no case less than 30 or more than
100 pads.

(b) For sterility testing: 10 pads.
Such samples shall be collected by tak-
Ing single pads at such intervals
throughout the entire time of packaging
the batch that the quantities packaged
during the intervals are approximately
equal.

(HI) The streptomycin used in making
the batch; five packages, each containing
approximately equal portions of not lez-s
than 0.5 gram, packaged in accordance
with the requirements of § 146b.101 (b)

(i) The bacitracin used in making
the batch; six packages, each containing
approximately equal portions of not less
than 0.5 gram, packaged in accordance
with the requirements of § 146c.401 (b)
of this chapter.

(v) The polymyxin used in making
the batch; five packages, each contain-
ing approximately equal portions of not
less than 0.5 gram.

v) In case of an initial request for
certification, one package consiting of
approximately 5 linear yards, or the
equivalent, of the abzorbent gauze used.

(4) No result~referred to in subpara-
graph (2) (1), (Ill), and (1v) of this
paragraph, and no sample referred to in
subparagraph (3) (it, (lI), and (1v)
of this paragraph, is required if such
result or sample has been prevlously
submitted.

(e) Fees. The fce for the-rervIccz ren-
dered with respect to each batch under
the regulations in this part shall be:

(1) $1.00 for each pad in the sample
submitted in accordance with paragraph
(d) (3) (i) (a) of this section; I4.00 for
each package In the samples submitted
in accordance with paragraph (d) (3)
(i) (Wii), (iv), and (v) of this section.

(2) If the CommIsioner considers
that investigations, other than examina-
tion of such pads and pacaiges, are
necessary to determine whether or not
such batch complies with the require-
ments of § 146.3 of this chapter for the
Issuance of a certificate, the cost of such
investigations.
The fee prescribed by subparagraph (1)
of this paragraph shall accompany the
request for certification unlem such fee
is covered by an advance deposit main-
tained in accordance with § 146.8 (d) of
this chapter.

§ 146b.110 Streptomycin otc t rith an-
tifungal agent, strcptomycin otic uit&

dihydrostreptomycut olic uwith
antifungal agent, diftydrositrcptomyin
otic with . (the blanTh being filled
in with tihe common or usual vame of
the antifungal agent)-(a) Standards of
identity, strength, quality, and purity.
Streptomycin otic with antifungal agent
or dihydrostreptomycln oteic with anti-
fungal agent is streptomycin or dihydro-
streptomycin and one or more suitable
antifungal agents and buffer ubstanccs,
with or without one or more suitable and
harmless preservatives. dissolved or
suspended in a suitable and harmlezs
vehicle. Its potency is not less than 2.5
milligrams per milliliter. Its pH is not
less than 4.8 and not more than 0.0.
The streptomycin used conforms to the

standards prescribed therefor by
§ 146b.101 (a), except subparagrapbs
(2), (4), (5) and (6) of that paragraph.
The dihydrostreptomycin used conforms
to the standards prescribed therefor by
§ 146b.103 (a), except the standards for
sterility, pyrogens, histamine, and mois-
ture. Each other substance used, if its
name Is recognized in the U. S. P. or
1N. F., conforms to the standards pre-
rcrlbed. therefor by such official com-
pendium.

(b) Pac:agIng. In all cases the im-
mediate container shall be glazs, so
closed as to be a tight container as de-
fined by the U. S. P., and of such com-
position as will not cause any change
In the strength, quality, or purity of the
contents beyond any limit therefor in
applicable standardi, except that minor
changes so caused which are normal and
unavoidable in good packaging, storage,
and distribution practice shall be dis-
regarded.

(c) Labelirg. Each pa-clmge shall
bear, on Its label or labeling as herein-
after indicated, the following:

(1) On the outside wrapper or con-
tainer and the immediate container:

(I) The batch mark.
(11) The number of milligrams of

streptomycin or dihydro-treptomycin in
each milliliter of the batch.

i) The name and quantity of each
antifungal agent and preservative used-

(iv) The statement "Exphation date
....... the blank being filled in with

the date which Is 24 months after the
month during which the batch was
certified, except that the blank may be
filled in with the date that is 36 months
after the month during which the batch
was certified if the person who reque s
certification has submitted to the Com-
missioner results of tests and a=s-mr
showing that such drug as prepared by
him Is stable for such period of time:
Provided, howevcr, That such expra=tion
date may be omitted from the immedi-
ate container if such immediate con-
tainer I- paci'hged in an individual
wrapper or container.

(2) On the outside wrapper or con-
tainer:

(I) The statement "Caution: Federal
law prohibits dispensing without pre-
scrlption," unless It Is packaged for dis-
pensing and It Is intended solely for
veterinary use and Is conspicuously 53

labeled.
(U1) If It Is packaged for dispansing

and it Is intended for use by man, a
reference specifically identifying a read-
ily available medical publication con-
taining Information (including contrain-
dications and possible sensitization)
adequate for the ue of such drug by
practitioners licensed by law to admin-
ister It; or a reference to a brcchure or
other printed matter contaiing such in-
formation, and a statement that such
brochure or other printed matter will be
sent on request: Provided, howeer That
this reference may be omitted if the in-
formation is contained in a-circular or
other labeling within or attached to the
package.

(3) On the circular or other labeling
within or attached to the package, if it
Is packaged for dispensing and it is us-
tended solely for veterinary uce and is
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conspicuously so labeled, adequate direc-
tions and warnings for the veterinary use
of such drug by the laity.

Cd) Request for certification; samples.
(1) In addition to complying, with the
requirements of § 146.2 of this chapter, a
person who requests certification of a
batch shall submit with his request a
statement showing the batch mark, the
number of packages of each size in such
batch, the batch mark and (unless it was
previously submitted) the date on which
the latest assay of the streptomycm or
dihydrostreptomyom used in making the
batch was completed, the potency per
milliliter of the batch, the date on which
the latest assay of the drug comprising
such batch was completed, the quantity
of each ingredient used in making the
batch, and a statement that each such
Ingredient conforms to the requirements
prescribed therefor by this section.

(2) Except as otherwise provided by
subparagraph (4) of this paragraph,
such person shall submit in connection
with his request results of the tests and
assays listed after each of the following,
made by him on an accurately repre-
sentative sample of:

(i) The batch; average potency per
milliliter, pH.

(ii) The streptomycin or dihydro-
streptomycm used in making the batch;
potency, toxiclty, pH, streptomycin con-
tent If it is dihydrostreptomycin, and
crystallinity if It is crystalline dihydro-
streptomycin sulfate.

(3) Except as otherwise provided by
subparagraph (4) of this paragraph,
such person shall submit in connection
with his request, in the quantities here-
inafter indicated, accurately representa-
tive samples of the following:

(I) The batch; one immediate con-
tainer for each 5,000 immediate con-
tainers in the batch, but in no case less
than 5 or more than 12 immediate con-
tainers, collected by taking single im-
mediate containers at such intervals
throughout the entire time of packaging
the batch that the quantities packaged
during the intervals are approximately
equal.

(ii) The streptomycin or dihydro-
streptomycin used in making the batch;
5 packages, each containing approxi-
mately equal portions of not less than
0.5 gram, packaged in accordance with
the requirements of § 146b.101 (b)

(iiI) In case of an initial request for
certification, each other ingredient used
in making the batch; 1 package of each
containing approximately 5 grams.

(4) 'No result referred to in subpara-
graph (2) 0i) of this paragraph, and no
sample referred to in subparagraph (3)
(ii) of this paragraph, is required if such
result or sample has been previously sub-
mitted.

(e) Fees. The fee for the services
rendered with respect to each batch
under the regulations in this part shall
be:

(1) $4.00 for each package in the sam-
ples submitted in accordance with para-
graph (d) (3) (1). (W), and (III) of this
section.

(2) If the Commissioner considers
that investigations, other than exami-
nation of such packages, are necessary to
determine whether or not such batch

complies with the requirements of § 146.3
of this chapter for the issuance of a cer-
tificate, the cost of such investigations.
The fee prescribed by subparagraph (1)
of this paragraph shall accompany the
request for certification unless such fee
is covered by an advance deposit main-
tamed in accordance with § 146.8 d) of
this chapter.

§ 146b.111 Streptomycin-kaolin-pec-
tin-alummum, hydroxide gel powder vet-
ernary; dihydrostreptomyczn - kaolin -
pectin-alummum, hydroxmde gel powder
veterinary-(a) Standards. of identity,
strength, quality, and purity. Strepto-
mycin-kaolin-pectin-aluminum hydrox-
ide gel powder veterinary and dihydro-
streptomycin - kaolin-pectin-aluminum
hydroxide gel powder veterinary is strep-
tomycin or dihydrostreptomycin, kaolin,
pectin, and dried aluminum hydroxide
gel with or without the addition of one
or more suitable and harmless diluents,
colbrings, and flavorings. Its content of
streptomycin or dihydrostreptomycin is
not less than 37.5 milligrams per gram of
powder. Its moisture content is not
more than 10 percent. The streptomycin
used conforms to the standards pre-
scribed therefor by § 146b.101 (a) except
subparagraphs (2) and (4) of that para-
graph. The dihydrostreptomycm used
conforms .to the standards prescribed
therefor by § 146b.103, except the stand-
ards for sterility and pyrogens. Each
other substance used, if its name is rec-
ognized in the U. S. P or N. F., con-
forms to the standards prescribed there-
for by such oficial compendium,

Cb) Packaging. In all cased the im-
mediate container shall be a tight con-
tainer as defined by the U. S. P. The
composition of the immediate container
shall be such as will not cause any
change in the strength, quality, or purity
of the contents beyond any limits there-
for in applicable standards, except that
minor changes so caused which are nor-
mal anl unavoidable in good packaging,
storage, and distribution practice shall
be disregarded.
(c) Labeling. Each package shall

bear, on its label or labeling as herein-
after indicated, the following:
(C) On the outside wrapper or con-

tamer and the immediate container:
(i) The batch mark.
(it) The number of milligrams of

streptomycin or dihydrostreptomycm
per gram in the immediate containers.

(iii) The quantity of kaolin, pectin,
and aluminum hydroxide per gram in
the Immediate container.
(iv) Pi/e statement "Expiration date

---," the blank being filled in
with the date which is 12 months after
the month during which the batch was
certified, except that the blank may
be filled in with the date which is
24 months after the month in which the
batch was certified if the person who
requests certification has submitted to
the Commissioner results of tests and
assays showing that after having been
stored for such period of time such drug
as prepared by hun complies with the
standards prescribed by paragraph (a)
of this section: Provided, however That
such expiration date may be omitted
from the immediate container if such

immediate container Is packaged in an
individual wrapper or container.

v) The statement "For veterinary
use only."

(2) On the circular or other labeling
within or attached to the package, direc-
tions and precautions adequate for the
use of such powder, including:

(I) Clinical Indications.
(i) Dosage and administration.
(III) Contraindications.
(iv) Untoward effects that may ac-

company administration.
If two or more such Immediate contain-
ers are In such package, the number of
circulars or other labeling shall not be
less than the number of such containers,

Cd) Request for certiflcation, samples.
(1) In addition to complying with the
requirements of § 146.2 of this chap-
ter, a person who requests certification
of a batch shall submit with his request a
statement showing the batch mark, the
number of packages of each size In such
batch, the batch mark and (unless It
was previously submitted) the date on
which the latest assay of the streptomy-
cin or dihydrostreptomycin used In mak-
Ing such batch was completed, the
potency per gram of powder, the quai-
.tity of each ingredient used in making
the batch, the date on which the latest
assay of the drug comprising such batch
was completed, and a statement that
each ingredient used In making the batch
conforms to the requirements prescribed
therefor, if any, by this section,

(2) Except as otherwise provided In
subparagraph (4) of this paragraph,
such person shall submit In connection
with his request results of the tests and
assays listed after each of the following,
made by him on an accurately rePro-
sentative sample of:

(i) The batch; average potency per
gram of powder and average moisture,

(ili) The streptonycin or dihydro-
streptomycin used In making the batch;
potency, toxicity, histamine content,
moisture, pH, streptomycin content If It
is dhydrostreptomycin, and crystallinity
if It is crystalline dlhydrostreptomyoln
sulfate.

(3) Except as otherwise Provided by
subparagraph (4) of this paragraph,
such person shall submit in connection
with his request, in the quantities here-
inafter Indicated, accurately represent-
ative samples of the following:

(i The batch; one Immediate con-
tainer, for each 5,000 containers In the
batch, but in no case less than 20 such
containers or more than 100 Immediate
containers, unless each such container Is
packaged to contain more than 1.0 gram,
in which case the sample shall consist
of 1.0 gram for each 5,000 Immediate
containers In the batch, but in no case
less. than 20 grams or more than 100
grams. Such samples shall be collected
by taking single immediate containers
or 1.0-gram portions at such Intervals
throughout the entire time the con.
tainers are being filled that the quanti-
ties packaged during the intervals are
approximately equal.

i) The streptomycin or dihydro-
streptomycin used In making the batch;
5 packages containing approximately
equal portions of not less than 0,5 gram
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each, packaged in accordance with the
requirements of § 146b.101 (b)

(iii) In case of an initial request for
certification, each other ingredient used
in making the batch; one package of
each containing approximately 5.0
grams.

(4) No result referred to in subpara-
graph (2) (ii) of this paragraph, and no
sample referred to in subparagraph (3)
(ii) of this paragraph, is required if such
result or sample has been previously sub-
mitted.

(e) Fees. The fee for the service rend-
ered with- respect to each batch under
the regulations in this part shall be:

(1) $LO0 for each immediate container
in the sample submitted in accordance
with paragraph (d) (3) (i) of this sec-
tion; $10.00 for each package in the
samples submitted in accordance with
paragraph (d) (3) (ii) of this section;
$400 for each package in the samples
submitted in accordance with paragraph
(d) (3) (iii) of this. section.

(2) If the Commissioner considers that
investigations, other than examination
of such immediate containers, are neces-
sary to determine whether or not such
batch complies with the requirements of
§ 146.3 of this chapter for the issuance
of a certificate, the cost of such investi-
gations.
The fee prescribed by subparagraph (1)
of this paragraph shall accompany the
request for certification, unless such fee
is covered by an advance deposit main-
tamed in accordance with § 146.8 (d)
of this chapter.

§ 146b.112 Streptomyczm for inhalation
therapy; dihydrostreptomycn for in-
halation therapy-a) Standards of
identity, strength, quality, and purity.
Streptomycin for inhalation therapy
and dihydrostreptomycm for inhala-
tion therapy are streptomycm or dihy-
drostreptomycin, with or without one or
more suitable and harmless diluents.
The streptomycin used conforms to the
xequirements of § 146b.101 (a) except
§ 146b.101 (a) (2) and (4) and except
that if it is packaged with inert gases its
moisture content is not more than 0.5
percent. The dihydrostreptomycm used
conforms to the requirements of § 14Gb.-
103 (a) except the standards for steril-
ity and pyrogens, and except that if it is
packaged with inert gases its moisture
content is not more than 0.5 percent.
Each other substance used, if its name
isrecognized in the U. S. P. or N. F., con-
forms to the standards prescribed there-
for by such official compendium.

(b) Packaging. The imediate con-
tainer of streptomycm for inhalation
therapy and dihydrostreptomycm for
inhalation therapy shall be a tight con-
tainer as defined by the U. S. P., its
closure shall be one through which a
hypodermic needle cannot be intro-
duced; and the container shall be of
such composition as will not cause any
change in the strength, quality, or purity
of the contents beyond any limit there-
for in applicable standards, except that
minor changes so caused which are nor-
mal and unavoidable in good packaging,
storage, and distribution practice shall
be disregarded. Each such container
shall contain not less than 50 milligrams,
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and may contain one or more suitable
and harmless inert gases or each may
be packaged in combination with a con-
tamer, of a suitable and harmless
solvent.

Cc) Labeling. Eachpackage shall bear
on its label or labeling as hereinafter In-
dicated, the following:

(1) On the outside wrapper or con-
tainer and the Immediate container:
() The batch mark.
(ii) The number of milligrams In the

immediate container, or (if It is pack-
aged with one or more inert gases),
the number of grams that shall be
ejected when usea as directed in the
labeling.

(Iil) The statement "E-piration date
_," the blank.being filled in with
the date which is 24 months if it is pack-
aged with inert ga-ses, or 43 months
after the month during which the batch
was certified: Provided, however, That
such expiration date may be omitted
from the immediate container if such
immediate container is packaged in an
individual wrapper or container.

(iv) The statement "'Warning-Not
for injection."

(2) On the outside wrapper or con-
tamer:

(I) The statement "Caution: Federal
law prohibits dispensing without pre-
scription," unless it is packaged for
dispensing and it is intended solely for
veterinary use and is conspicuously co
labeled.

di) If it Is packaged for dispensing,
and it is intended for use by man, a
reference specifically Identifying a
readily available medical publication
containing information (including con-
traindications and possible sensitiza-
tion) adequate for the use of such drug
by practitioners licensed by law to ad-
minister it; or a reference to a brochure
or other printed matter containing such
information, and a statement that such
brochure or other printed matter will be
sent on request: Provided, howc vcr, That
this reference may be omitted if the in-
formation is contained in a circular or
other labeling within or attached to the
package.

(3) On the circular or other labeling
within or attached to the package, If It
Is packaged for dispensing and It Is in-
tended solely for veterinary ue and is
conspicuously so labeled, adequate direc-
tions and warnings for the vcterinary
use of such drug by the laity. Such cir-
cular or other labeling may also bear a
statement that a brochure or other
printed matter containing information
for other veterinary uses of such drug
by a veterinarian licensed by law to ad-
minister It will be sent to such veter-
inarian on request.

Cd) Request for ccrtflfcatsn; camples.
(1) In addition to complying with the
requirements of § 146.2 of this chapter, a
person who requests certification of a
batch of streptomycin for inhalation
therapy or dihydrostraptomycin for in-
halation therapy shall submit with his
request a statement showing the batch
mark, the number 6f packages of each
size in the batch, the number of mill!-
grams in each- package, and (unless It
was previously submitted) the date on
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wich the latzt as,_ay of the drug com-
prising such batch was completed- Such
request shall be accompanied or followed
by the res-ults of tests and assays made
by him on the batch for patency" and
moisture if the streptomycin or dihydro-
streptomycin has been previously sub-
mitted, or for potency, toxicity, moisture,
pH, hlttomine content, streptomycin
content if It is dihydrostreptomycin, and
crystallinity f It is crystalline dihydro-
streptomycin, if the streptomycin or di-
hydrostreptomycin has not been previ-
ously submitted. If such batch, or any
part hereof, is to be packaged in com-
bination with a container of a solvent,
such request shall also be accompamied
by a statement that such solvent con-
forms to the requirements prescribed
therefor by this section.

(2) Such person shall submit with his
request accurately representative sam-
pies of the following:

Cl) The batch:
(a) If the streptomycin or dibYdro-

streptomycin used has been previously
submitted; one immediate container for
each 5,000 Immediate containers in the
batch, but in no case less than 5 imme-
diate containers (or if it is packaged
with inert gasez, not less than 7 im-
mediate containers and not more than
12 immediate containers) or more than
12 immediate containers.

(b) If the streptomycin or dihydro-
streptomycin used has not been previ-
ously submitted; one immediate
container for each 5.000 Immediate con-
tainers in the batch, but in no case less
than 12 Immediate containers or more
than 25 immediate containers.

Such sample shall be collected by taking
single Immediate containers at such in-
tervals throughout the entire time of
packaging the batch that the quantities
packaged during the intervals are ap-
proximately equal.

(Ii) If It is packaged with inert gases
and the streptomycin or dihydroztrepto-
mycln used has not been previously sub-
mitted; 5 package3 containing approxi-
mately equal portions of not less than
0.5 gram each, packaged in accordance
with the requirements of § 146b.101 (bs)

(iI) In case of an initial request for
the certification of a batch which is to be
packmged in combination with a solvent
which is not recoznized by the U. S. P.,
or when any change is made in the com-
position of such solvent, five packages of
the solvent included in the combination.

e) Feeg. The fee for the services
rendered with respact to each batch un-
der the regulations in this part shall be:

(1) $4.00 for each immediate container
in the samples submitted in accordance
with paragraph (d) (2) (1) and (ii) of
this section.

(2) If the Commissioner considers that
investigations other than eamimation
of such immediate containers are neces-
sary to determine whether or not such
batch complies with the requirements of
§ 146.3 of this chapter for the issuance
of a certificate, the cost of such inves-
tigations.

The fee prescribed by subpam aph (1)
of this paragraph shall accompany the
request for certification unles such fee
Is covered by an advance deposit main-
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tamed m accordance with § 146.8 (d) of
this chapter.

(f) Exemption of streptomyczn for in-
halation therapy and dihydrostrepto-
myctn for inhalation therapy for
veterinary use from certification. Strep-
tomycin for inhalation therapy and
dihydrostreptomycin for i n h a 1 a t 1 o n
therapy that conform to the require-
ments of paragraphs (a) (b) and (c)
of this section shall be exempt from the
requirements of section 502 (1) and 507
of the act, if they comply with all the
following conditions:

(1) They are intended solely for vet-
erinary use and are conspicuously so
labeled.

(2) The labels bear an expiration date
that is not more than 48 months after
the month during which the batch was
last assayed and released by the manu-
facturer, except that such date is not
more than 24 months if it is packaged
with inert gases.

(3) The circular or other labeling
within or attached to the package bears
information that the antibiotics are for
use only in the prevention or treatment
of chronic respiratory disease (air-sac
infection) in chickens and bears direc-
tions and-warnings adequate for such
use.

§146b.113 Dihydrostreptomy.
cnm-streptomycin sulfates-(a) Stand-
ards of identity, strength, quality, and
purity. Dihydrostreptomycm-strepto-
Mycm sulfates is a mixture of equal
parts of dihydrostreptomycm sulfate
and streptomycin sulfate. It is so puri-
fled and dried that:

(1) It is sterile.
(2) It is nontoxic.
(3) It is nonpyrogenic.
(4) It contains no histamine or hista-

mine like substance.
(5) Its moisture content is not more

than 5 percent.
(6) Its pH in an aqueous solution con-

taining 0.1 gram of dihydrostreptomycin
and 0.1 gram of streptomycin per milli-
liter is not less than 4.5 and not more
than 7.0.
The dihydrostreptomycin sulfate used
conforms to the standards prescribed by
§ 146b.103, except the standards for
streptomycin content. The streptomycin
sulfate used conforms to the standards
prescribed by § 146b.101 (a)

(b) Packaging. It shall be packaged
a accordance with the. requirements

prescribed by § 146b.101 (b) except that
in case it is packaged for dispensing each
Immediate container shall contain not
less than 0.5 gram of dihydrostreptomy-
cin and 0.5 gram of streptomycin or
multiples of each such salt up to and
including 5.0 grams of dihydrostrepto-
mycin and 5.0 grams of streptomycin.

(c) Labeling. It shall be labeled in
accordance with the requirements pre-
scribed by § 146b.101 (c) except. that
each package shall bear on the outside
wrapper or container and the immediate
container the number of grams of di-
hydrostreptomycin, the number of grams
of streptomycin and the total number of
grams of both salts m the- immediate
container.

(d) Request for certification, samples.
(1) In addition to complying with the re-

quirements of § 146.2 of this chapter,
a person who requests certification .of
a batch shall submit with his request
a statement showing the batch mark,
the number of packages of each size
m such batch, the batch marks, and
(unless they were previously submitted)
the dates on winch the latest assays
of the dihydrostreptomycin and strep-
tomycin used in making the batch were
completed, the content of dihydro-
streptomycan and streptomyem in each
container, and the date on which the
latest assay of the drug comprising such
batch was completed. If such batch or
any part thereof is to be packaged with
a solvent, such request shall also be ac-
compamed by a statement that such sol-
vent conforms to the requirements de-
scribed therefor by this section.

(2) Except as otherwise provided by
subparagraph (5) of this paragraph, such
person shall submit in connection with
his request results of the tests and assays
listed after each.of the following made
by him on an accurately representative
sample of:

(i) The batch; content of dihydro-
streptomycin and streptomycin, sterility,
toxicity, pyrogens, histamine content,
moisture, and pH.

(ii) The dihydrostreptomycin and
streptomycin used in making the batch;
potency, and if crystalline dihydro-
streptomycin is used, crystallinity.

(3) Except as otherwise provided by
subparagraph (5) of this paragraph,
such person shall submit In connection
with his request, in the quantities here-
inafter mdicated,.accurately representa-
tive samples of the following:

(i) The batch:
.(a) For all tests except sterility- one

immediate container for each 5,000 im-
mediate containers in the batch but in
no case less than 6 or more than 12
immediate containers.

(b) For sterility testing; 10 immedi-
ate containers.
Such samples shall be collected by tak-
ing single immediate containers at such
intervals throughout the entire time of
packaging the batch that the quantities
packaged during the intervals are ap-
proximately equal.

(ii) The dihydrostreptomycin used in
making the batch; 2 packages, each con-
taming approximately equal portions of
not less than 0.5 gram, packaged in ac-
cordance with the requirements of
§ 146b.101 (b)

(iii) The streptomycin used in mak-
ing the batch; one package containing
approximately 0.5 gram packaged in ac-
cordance with the requirements of
§ 146b.101 (b)

(4) If such batch is packaged for re-
packing, such person shall submit with
his request a sample consisting of the
following:

(i) For all tests except sterility- 6
packages.

(ii) For sterility testing: 10 packages.
Each such package shall contain not less
than 0.5 gram of dihydrostreptomycm
and 0.5 gram of streptomycin taken from
different parts of such batch, and each
shall be Packaged in accordance with the
requirements of § 146b.101 (b)

(5) No result referred to In subpara-
graph (2) of this- paragraph, and no

sample referred to in subparagraphs (3)
(i) and '(Wi) of this paragraph, Is re-
quired if such result or sample has been
previously submitted.

(e) Fees. The fee for the services ren-
dered with respect to each batch under
the regulations In this part shall be:

(1) $10.00 for each Immediate con-
tamer in the samples submitted In ac-
cordance with paragraph (d) (3) (1) (a)
and (4) (1) of this section; $4.00 for each
sample submitted In accordance with
paragraph (d) (3) (11) and (I1l) of this
section; and

(2) If the Commissioner considers
that investigations other than examina-
tion of such Immediate containers are
necessary to determine whether or not
such batch complies with the require-
ments of § 146.3 of this chapter for is-
suance of a certificate, the cost of such
investigations. The fee prescribed by
subparagraph (1) of this paragraph
shall accompany the request for certi-
fication unless such fee Is covered by
an advance deposit maintained In ac-
cordance with § 146.8 (W) of this chapter.

§ 146b.114 Streptomycin sulfate oral
vetermary-a) Standards o1 identity,
strength, quality, and purity. Strepto-
mycin sulfate oral veterinary Is the sul-
fate salt of a kind of streptomycin or a
mitxture of two or more such salts. Each
such drug is so purified and dried that:

(1) Its potency is not less than 450
micrograms per milligram.

(2) It is nontoxic.
(3) Its moisture content Is not more

than 14.0 percent.
(4) Its pH In aqueous solution of 0.2

gram per milliliter is not less than 3.0
and not more than 7.0.

(b) Packaging. In all cases the im-
mediate containers shall be tight con-
tainers as defined by the U. S, P The
composition of the Immediate contailior
shall be such as will not cause any
change In the strength, quality, or pur-
ity of the contents beyond any limit
therefor in applicable standards, except
that minor changes so caused which
are normal and unavoidable in good
packaging, storage, and distribution
practice shall be disregarded.

(c) Labeling. Each package of strep-
tomycm sulfate oral veterinary shall
bear on its outside wrapper or container
and the immediate container:

(1) The batch mark.
(2) The number of milligrams of

streptomycin per gram and the number
of grams of the drug in the Immediato
container.

(3) The statement "Expiration date
----------------- "the blank being filled

in with the date which Is 36 months
after the month during which the batch
was certified: Provided, however, That
such expiration date may be omitted
from the immediate container If such
immediate container Is packaged in an
individual wrapper or container,

(4) The statement "For use only in
the manufacture of oral veterinary
drugs."

(d) Request for certification, samples,
(1) In addition to complying with the
requirements of § 146.2 of this chapter, a
person who requests certification of a
batch shall submit with his request a
statement showing the batch mark, the
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number of packages of each size-in the
batch, the number of miligrams of
streptomycin per gram, and the total
number of grams of streptomycm in
each package. Such request shall be
accompamed or followedl by the results
of tests and assays made by him on
the batch for potency, toxicity, moisture,
and pH.

(2) Such person shall submit with his
request an accurately representative
sample of the batch, consisting of 5
packages each containing approximately
1.0 gram taken from a different part of
such batch, and each shall be packaged
in accordance with the requirements of
paragraph (b) of this section.

(e) Fees. The fee for the services
rendered with respect to each batch un-
der the regulations in this part shall be:

(1) $4.00 for each immediate container
in the sample, submitted in accordance
with paragraph (d) (2) of this section.

(2) If the Commissioner considers that
investigations, other than the examina-
tion of such immediate containers are
necessary to determine whether or not
such bitch complies with the require-
ments of § 146.3 of this chapter for the
issuance of a certicate, the cost of such
investigations.
The fee prescribed by subparagraph (1)
of this paragraph shall accompany the
request for certification unless such fee
is covered by an advance deposit main-
tamed in accordance with § 146.8 (d) of
this chapter.

§ 146b.115 Streptomictn sulfate vow-
der oral veterinary; streptomYcn sulfate
granules oral vetertnary-a) Standardi
of identity, strength, quality, and purity.
Streptomycin sulfate powde' oral vet-
ermary or streptomycm sulfate granules
oral veterinary is streptomycin sulfate
oral veterinary with one or more suitable
and harmless diluents and stabilizing
agents. Its potency is not less than 333
micrograms per milligram. Its moisture
content is not more than 7.0 percent.
The streptomycin sulfate oral veterinary
used confofims to the standards pre-
scribed by § 146b.114 (a) Each other in-
gredient used, if its name is recognized
in the U. S. P. or N. F., conforms to the
standards prescribed therefor by such
oicial compendium.

(b) Packaging. In all cases the im-
mediate containers shall be tight con-
tamers as defined by the U. S. P. The
composition of the immediate contain-
ers shall be such as will not cause any
change in the strength, quality, or purity
of the contents beyond any limit there-
for in applicable standards, except that
minor changes so caused which are nor-
mal and unavoidable in good packaging,
storage, and distribution practice shall
be disregarded.

(c) Labeling. Each package shall
bear on its label or labeling as herein-
after indicated, the following:

(1) On the outside wrapper or con-
tamer and the immediate container:

(i) The batch mark.
(ii) The number of milligrams of

streptomycin per gram and the number
of grams in the immediate container.

(iff) The statement 'T9xpiration date
4" the blank being filled

In with the date which is 36 months

FEDERAL REGISTER

after the month during which the batch
was certified: Provided, howcrcr, That
such expiration date may be omitted
from the immediate container if such
immediate container Is packaged in an
individual wgapper or container.

(iv) The statement 'Tor oral veteri-
nary use only."

(v) The statement"For manufactur-
ing use," "For repacking," or "For manu-
facturing use or repaeking," when pack-
aged for repacking or for use as an
ingredient In the manufacture of another
drug, as the case may be.

(2) On the circular or other labeling
within or attached to the package, ade-
quate directions and warnings for the
veterinary use of such drug by the laity.
Such circular or other labeling may also
bear a statement that. a brochure or
other printed matter containing infor-
mation for other veterinary uzse of such
drug by a veterinarian licensed by law to
administer It will be sent to such veteri-
narian on request.

(d) Request for certification; samples.
(1) In addition to complying with the
requirements of § 146.2 .of this chap-
ter, a person who requests certifica-
tion of a batch shall submit with his
request a statement showing the batch
mark, the number of packages of
each size in such batch, the batch
mark and (unles It was previously sub-
mitted) the date on which the latest
assay of the streptomycin sulfate oral
veterinary used in making such batch
was completed, the quantity of each in-
gredient used in making the batch, the
date on which the latest aszay of the
drug comprising such batch was com-
pleted, and a statement that each other
ingredient used conforms to the require-
ments prescribed therefor, If any, by this
section.

(2) Except as otherwise provided by
subparagraph (4) of this paragraph,
such person shall submit In connection
with his request results of the tests and
assays listed after each of the following,
made by him on an accurately repre-
sentative sample of:

(C) The batch; potency and moisture.
(i) The streptomycin sulfate oral

veterinary used In making the batch;
potency, toxicity, moisture, and pH.

(3) Except as otherwisse provided by
subparagraph (4) of this paragraph,
such person shall submit in connection
with his request, in the quantities herein-
after indicated, accurately representative
samples of the following:

(i) The batch; one immediate con-
tainer for each 5,000 immediate con-
tainers in the batch, but in no case less
than 5 immediate containers or more
than 12 immediate containers, unles
each such container is packaged to con-
tain more than 15 grams, in which case
the sample shall consist of 15 grams for
each 5,000 immediate containers in the
batch, but in no case less than five 15-
gram portions or more than twelve 15-
gram portions. Such samples shall be
collected by taking single immediate
containers or 15-gram portions at such
intervals throughout the entire time of
packaging the batch that the qoantitles
.packaged during the intervals are ap-
proximately equal.

Cli) The streptomycin sulfate oral
veterinary used in making the batch; 5
packages containin- approximately equal
portions of not less than 1.0 gram each,
packaged in accordance with the re-
quirements of § 146b.114 (b).

(iI1) In case of an initial request for
certification, the other ingredients used
in making the batch; one pacage of
each containing approximately 5 grams.

(4) No result referred to in subpara-
graph (2) (i) of this paLrgraph, nd no
sample referred to in subparagraph (3)
(i) of this paragraph, is required if such
result or sample has been previously sub-
mitted.

(e) Fees. The fee for the cervice3
rendered with respect to each batch
under the regulations in this part shall
be:

(1) $.C0 for each immediate con-
tainer in the samples submitted in ac-
cordanca with pargraph (d) (3) (i)
II) and (I) of this section; and

(2) I the Commissioner considers
that investigations other than the exami-
nation of such immediate containers are
necessary to determine whether or not
such batch complies with the require-
ments of § 146.3 of this chapter for the
Isumance of a certificafe, the cost of such
Investigations.
The fee prescribed by subparagraph (1)
of this paragraph shall accompany the
request for certification unless such fee
Is covered by an advance deposit main-
tained in accordance with § 146.8 (d)
of this chapter.

(fW Exemption of streptomyczn sulfate
powder oral veterinary and streptomycim
sulfate granules oral veterinary from
certification. Streptomycin sulfate pow-
der oral veterinary and streptomycin
sulfate granules oral veterinary that
conform to the requirements of para-
graphs (a) (except that they may con-
tain one or more essential vitamin and
mineral substances for nutritive pur-
poses) (b), and (c) of this section shall
be exempt from the requirements of sc-
t1ons 502 (1) and 507 of the act, if they
comply with all the following conditions:

(1) The labels bear an expiration date
that is not more than 36 months after
the month during which the batch was
TLast aayed and released by the manu-
facturer.

(2) If they contain added vitamins
or minerals, the labels bear the name
and quantity of each such substance
and a statement that such substances are
present only -Tor furnishing additional
vitamins and minerals while anmals are
eating lezs fded.

(3) The labels bear a statement that
solutions prepared with the drugs are
stable for not more than 24 hours.

(4) The circular or other labeling
within or attached to the package bears
information that only the antibiotics
are intended for the prevention or treat-
ment of the following conditions, and
further, bears directions and warnings
adequate for such use:

(1) Bacterial enteritis in swnne.
(i1) Bacterial calf scours.
(II) Chronic respiratory disease (air-

sac infection) In chickens.
(1v) Blue comb (mud fever, nonspe-

cific infectious enteritis) in poultry.

S7 Z9
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§ 146b.116 Streptomycylidene zsonzco-
tinyl hydrazzne sulfate-(a) Standards
of identity, strength, quality, and purity.
Streptomycylidene isomcotinyl hydra-
zine sulfate is the crystalline sulfate
compound of streptomycin and isomco-
tinlc acid hydrazide. It is so purified and
dried that:

(1) It contains not less than the
equivalent of 583 micrograms of strep-
tomycin per milligram and its isonico-
tinic acid hydrazide equivalent content
is not less than 13.75 percent.

(2) it is sterile.
(3) It is nontoxic.
(4) It is nonpyrogenic.
(5) It contains no histamine nor his-

tamine-like substance.
(6) Its moisture content is not more

than 5 percent.
(7) Its pH in an aqueous solution con-

taining the equivalent of 0.2 gram of
streptomycin per milliliter is not less
than 4.5 and not more than 7.5.

(8) Its extinction coefficient E . is
not less than 150 at 260 millimicrons.
The streptomycin used conforms to the
requirements of § 146b.101 (a) The iso-
nicotinic acid hydrazide used has a pur-
ity of not less than 98 percent and it has
a melting point of not less than 169 C.
and not more than 1720 C.

(b) Packaging. It shall be packaged
in accordance with the requirements of
§ 146b.101 (b) except that each imme-
diate container shall contain the equiva-
lent of not less than 1.0 gram of strepto-
mycin.

(c) Labeling. It shall be labeled in
accordance with the requirements of
§ 146b.101 (c), except that in lieu of the
labeling prescribed by subparagraph (1)
(i) of paragraph (c) each package shall
bear on the outside wrapper or con-
tainer and the immediate container the
number of grams of equivalent strepto-
mycin activity, the equivalent number of
grams of isomcotinic acid hydrazide, and
the number of grams of streptomycyli-
dene isonicotinyl hydr~zme sulfate in
the immediate container, and its expira-
tion, date shall be 36 months after the
month during wnch the batch was
certified.

(d) Reqgiest for certification, check
tests and assays; samples. (1) In addi-
tion to complying with the requirements
of § 146.2 of this chapter, a person
who requests certification of a batch
shall submit with his request a state-
ment showing the batch mark, the
number of packages of -each size in
the batch, the number of grams of
streptomycin, isomcotimc acid hydra-
zide, and streptomycylidene isomcotinyl
hydrazine sulfate In each package and
(unless it was previously submitted) the
date on which the latest assay of the
drug comprising such batch was com-
pleted. Such request shall be accom-
pained or followed by the results of tests
and assays made by him on the batch
for potency, sterility, toxicity, pyrogens,
histamine content, moisture, pH, crystal-
linity, and extinction coefficient. If such
batch or any part thereof Is to be pack-
aged with a solvent, such request shall

also be accompanied by a statement that
such solvent conforms to the require-
ments prescribed therefor by this section.

(2) If such batch is packaged for dis-
pensmg, such person shall submit in con-
nection with his request an accurately
representative sample of the batch, con-
sisting of the following:

(I) For all tests except sterility- one
immediate container for each 5,000 im-
mediate containers in such batch, but
in no case less than six or more than 12
immediate containers.

(i) For sterility testing; 10 immediate
containers.
Such sample shall be collected by taking
single immediate containers at such in-
tervals throughout the entire time of
packaging the batch that the quantities
packaged during the intervals areap-
proximately equal.

(3) If such batch is packaged for re-
packing or for use in the manufacture
of another drug, such person shall sub-
mit with his request an accurately repre-
sentative sample of the batch, consisting
of the following:

(I) For all tests except sterility- six
packages, each containing the equiva-
lent of approximately 1 gram of strepto-
mycm activity.

(ii) For sterility testing; 10 packages,
each containing the equivalent of ap-
proximately 0.5 gram of streptomycm
activity.
Each such package shall be taken from
a different part of such batch, and each
shall be packaged in accordance with
the requirements of paragraph (b) of
this section.

(4) In connection with contemplated
requests for certification of repackaged
batches or batches of another drug in
the manufacture of which it is to be used,
the manufacturer of the batch which is
to be so repacked or used may request
the Commissioner to make check tests
and assays on a sample of such batch,
taken as prescribed by subparagraph (3)
of this paragraph. From the informa-
tion required by subparagraph (1) of
this, paragraph may be omitted tests
and results of assays not required for
the batch when used in such other drug.
The Commissioner shall report to such
manufacturer results of such check
tests and assays as are so requested.

(e) Fees. The fee for the services
rendered with respect to each batch
under the regulations in this part shall
be:

(1) $10.00 for each immediate con-
tamer in the samples submitted in ac-
cordance with paragraph (d) (2) (1),
(3) (i) and (4) of this section.

(2) If the Commissioner considers
that investigations, other than examina-
tion of such immediate containers, are
necessary to determine whether or not
such batch- complies with the require-
ments of § 146.3 of this chapter for the
issuance of a certificate, the cost of such
investigations.
The fee prescribed by subparagraph (1)
of this paragraph shall accompany the
request for certification unless such fee
is covered by an advance deposit main-
tamed in accordance with § 14&.8 (d) of
this chapter.

§ 146b.117 Dihydrostreptomycln-strcp-
tomycrn sulfates solution-(a) Stand-
ards of identity, strength, quality, and
purity. Dilaydrostreptomycln-streptomy
cm sulfates solution Is an aqueous solU-
tion of dihydrostreptomycin-streptomy-
cm sulfates. Such solution conforms to
all standards prescribed by § 146b.113 (a)
for dihydrostreptomycin-streptomycin
sulfates, except the limitation on mois-
ture content, and except that:

(1) Each milliliter shall contain not
-less than 200 milligrams each of dihy-

drostreptomycin and streptomycin and
not more than 250 milligrams each of
dihydrostreptomycin and streptomycin,
unless It is Intended solely for veterinary
use and is conspicuously so labeled.

(2) It may c6ntaln suitable and harm-
less buffer substances, preservatives, and
stabilizing agents. Each other sub-
stance used, if Its name Is recognized In
the U. S. P or N. F., conforms to the
standards prescribed therefor by such
official compendium. 

(3) Its pH Is not less than 5.0 and not
more than 7.5.

(b) Packaging. It shall be packaged
in accordance with the requirements of
§ 146b.106 (b)

(c) Labeling. It shall be labeled In ac-
cordance with the requirements of
§ 146b.106 (c) for streptomycin sulfate
solution, except In lieu of subparagraph
(1) (ii) of that paragraph each package
shall bear on the outside wrapper or con-
tainer and the Immediate container the
number of grams of dihydrostreptomy-
cin, the number of grams of streptomy-
cin, and the total number of grams of
both salts in each milliliter In the imme-
diate container.

(d) Request for certifleation, samples,
In addition to complying with the re-
quirements of § 146b.113 (d), a person
who requests certification of a batch
shall submit in connection with his In-
itial request one package containing ap-
proximately 5.0 grams of each other in.
gredient used In. making the batch,

(e) Fees. The fee for the services
rendered with respect to each batch un-
der the regulations In this part shall be
the same as those prescribed bY
§ 146b.113 (e), except that the fee for
each immediate container In the sample
of other ingredients required by para-
graph (d) of this section shall be $4.00.

§ 146b.118 Streptomyejn-penicillin-
sulfonamide with kaolin and pectin,
dihydrostreptomycin-pencillin-sulona.
mtde with kaolin and pectin-(a) Stand-
ards of identity, strength, quality, and
purity. Streptomycin-penicillln-sulfon.
amide with kaolin and pectin and difiy-
drostreptmycln-penicillin-sulfonamide
with kaolin and pectin are dry mixtures
of streptomycin sulfate or dihydro-
streptomycin sulfate, crystalline peni-
cillin G (sodium or potassium), one or
more suitable sulfonamides, kaolin, and
pectin; with or without bismuth subcar-
bonate and with or without one or more
suitable and harmiess preservatives, col.
orings, and flavorings, Its moisture
content is not more than 2 percent. The
pH of a suspension prepared as directed
in Its labeling Is not less than 5.5 and not
more than 7.5. The streptomycin used
conforms to the standards prescribed
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therefor by § 146b.101 (a) except sub-
paragraphs (2) and (4) of that para-
graph. The dihydrostreptomycm used
conforms to the standards prescribed
therefor by § 146b.103, except the stand-
ards for sterility and pyrogens. The
crystalline penicillin G used conforms to
the standards prescribed therefor by
§ 146a.24 (a) of this chapter, except
subparagraphs (2) and (4) of that para-
graph. Each other substance used, if
its name is recognized in the U. S. P
or N. F., comorms to the standards pre-
scribed therefor by such official com-
pendium.

(b) Packagzng. In all cases the im-
mediate container shall be a tight con-
tamer as defined by the U. S. P. and shall
contain not less than 1.0 gram of strepto-
mycm or dihydrostreptomycm and not
less- than 1,200,000 units of pemcillin.
The composition of the immediate con-
tamer shall be such as will not cailse any
change in the strength, quality, or purity
of the contents beyond any limit there-
for in applicable standards, except that
minor changes so caused which are nor-
mal and unavoidable in good pack-
aging, storage, and distribution practice
shall be disregarded.

(c) Labeling. Each p a e k a g e shall
bear, on its label or labeling as herein-
after indicated, the following:

(1) On the outside wrapper or con-
tamer and the immediate container:

(i) The batch mark.
(if) The number of grams of strepto-

mycin or dihydrostreptomycm and the
number of units of penicillin in the im-
mediate container.

(iII) The name and quantity of each
sulfonamide in the immediate container.

(iv) The quantity of kaolin and pectin
in the immediate container.

(v) If the batch contains bhismuth sub-
carbonate or preservatives, the name and
quantity of each such substance in the
immediate container.

(vi) The statement "Expiration date
------," the blank being filled in with

the date which is 24 months after the
month during which the batch was
certified: Provided, however That such
expiration date may be omitted from the
immediate container if such immediate
container is packaged in an individual
wrapper or container.

(vii) The statement "Warning-Not
for injection."

(2) On the immediate container, di-
rections for preparing the suspension and
the statement "Suspension may be kept
in refrigerator for 1 week without sig-
nificant loss of potency."

(3) On the outside wrapper or
container:

(i) The statement "Caution: Federal
law prohibits dispensing without pre-
scnption," unless it is packaged for dis-
pensing and it is intended solely for
veterinary use and is conspicuously so
labeled.

(i) If it is packaged for dispensing
and it is intended for use by man, a ref-
erence specifically identifying a readily
available medical publication containing
information (including contraindica-
tions and possible sensitization) ade-
quate for the use of such drug by prac-
titioners licensed by law to administer
it; or a reference to a brochure or other
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printed matter containing such informa-
tion, and a statement that such brochure
or other printed matter il be cent on
request: Provided, howevcer, That this
reference may be omitted if the Informa-
tion is contained in a circular or other
labeling within or attached to the
package.

(4) On the circular or other labeling
within or attached to the paclkage, if Iti
is packaged for dispensing and it Is In-
tended solely for veterinary use and is
conspicuously so labeled, adequate direc-
tions and warnings for the veterinary
use of such-drug by the lalty. Such
circular or other labeling may also bear
a statement that a brochure or other
printed matter contaiinng Information
for other veterinary uses of such drug
by a veterinarian licensed by law to
administer It will be sent to such
veterinarian on request.

(d) Request for certification; sample3.
(1) In addition to complying with the
requirements of § 146.2 of this chap-
ter, a person who requests certification
of a batch shall submit with his request
a statement showing the batch marLk,
the number of packagcs of each size
in such batch, the batch marks and
(unless they were previously submittcd)
the dates on which the latest aczays
of the streptomycin or dihydrostrep-
tomycin and penicillin used in mak-
ing such batch were completed, the
number of grams of streptomycin or
dihydrostreptomycin and the number of
units of penicillin in the immediate con-
tainer, the quantity of each ingredient
used in making the batch, the date on
which the latest asay of the drug com-
pnsmg such batch was completed, and
a statement that each Ingredient used in
making the batch conforms to the re-
quirements prescribed therefor by this
cection.

(2) Except as otherwise provided in
subparagraph (4) of this paragraph,
such person shall submit in connection
with his request results of the tests and
assays listed after each of the following,
made by him on an accurately repre-
sentative 9ample of:

(I) The batch; content of strepto-
mycin .or dihydrostreptomycin, content
of penicillin, moisture, and pH.

(11) The streptomycin or dihydro-
streptomycin used in maing the batch;
potency, toxicity, histamine content,
moisture, pH, streptomycin content if it
is dihydrostreptomycn, and crystal-
linity if it is crystalline dihydrotrep-
tomycin.

(Ill) The penicillin used in making the
batch; potency, toxicity, moisture, pH,
crystallinity, heat stability, and penicil-
lin G content.

(3) Except as otherwise provided by
subparagraph (4) of this paragraph,
such person shall submit in connection
with his request, In the quantities here-
inafter indicated, accurately representa-
tive samples of the following:

(I) The batch; one immediate con-
tainer for each 5,000 immediate contain-
ers in the batch, but in no case less than
6 or more than 12 immediate containers,
collected by taking single immediate
containers at such intervals throughout
the entire time the containers are being
filled that the quantities packaged dur-
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ing the interal - are approximately
equal

(i) The streptomycin or dihydrostrep-
tomycin used in making the batch; 5
packages, containing approximately
equal portions of not less than 0.5 gram
each, packaged in accordance with the
requirements of § 146b.101 (b).

(ill) The penicillin uzed in making
the batch; 10 pack:ages, contammg ap-
proximately equal portions of not l1es
than 60 milligrams each, packaged in
accordance with the requirements of
§ 4Ga.24 (b)

(iv) In case of an inIial request for
certification, each other ingredient uzed
in malkng the batch; one paclage of
Each, containing approximately 5.0
grams.

(4) No result referred to in subpara-
graph (2) (if) and (ill) of this para-
graph, and no sample referred to in
subparagraph (3) (i1) and (iII) of tins
paragraph, is required If such result or

nample has been previously submitted.
(e) Fees. The fee for the services

rendered with respect to each batch un-
der the regulations in this part shall be:

(1) C4.00 for each immediate container
in the samples submitted in accordance
with paragraph (d) (3) (1), lii) and
(dv) of this section; $10.00 for each pach-
age in the sample submitted in accord-
ance with paragph (d) (3) (ii) of this
section.

(2) If the Commlzsioner considers
that investigations other than eamin-
ton of such immediate containers are
necezsary to determine whether or not
such batch complies with the require-
ments of § 146.3 of this chapter for the
issuance of a certificate, the cost of such
investigations.
The fee prescribed by subparagraph (1)
of this paragraph shall accompany the
request for certification, unlezs such fee
is covered by an advance deposit main-
tained in accordance with § 146.8 (d) of
this chapter.

§ 146b.119 Streptomycin hydrochlor-
ide solution oral veterinary; streptomy-

cin siljate solution oral veternnary-Wa)
Standards of idenfty, strength, qualitz,
and purity. Streptomycin hydrcchlor-
Ide solution oral veterinary and strep-
tomycin sulfate solution oral vetennary
are aqueous solutions of streptomycin
hydrochloride or streptomycin sulfate,
with one or more suitable and harmless
preservatives. The drug may also con-
tain one or more suitable and harm-
less buffer substances and stabilizin-
agents. Its potency is not less than 250
milligrams per milliliter. Its pH is not
lezs than 5.0 and not more than 8.0. It
is nontoxic. Each preservative, buffer
substance, and stabilizing agent used, if
its name is xeco-nized in the U. S. P.
or N. F., conforms to the standards pre-
scribed therefor by such official com-

iendium.
(b) Pac:aging. In all cases the im-

mediate container shall be a tight con-
tainer as defined by the U. S. P. The
composition of the immediate container
rhnl be such as will not cause any
change in the strength, quality, or purity
of the contents beyond any limit there-
for in applicable standards. except that
minor changes so caused that are normal
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and unavoidable in good packaging, stor-
age, and distribution practice shall be
disregarded.
(c) Labeling. Each package shall

bear on the outside wrapper or container
and the immediate container:

(1) The batch mark.
(2) The number of milligrams of

streptomycin in each milliliter of the im-
mediate container.

(3) The statement "Expiration date
------," the blank being filled in with

the date which is 12 months after the
month during which the batch was certi-
fied: Provided, however That such expi-
ration date may be omitted from the
immediate container if such immediate
container is packaged in an individual
wrapper or container.

(4) The name and quantity of each
preservative used.

(5) The statement "For oral veteri-
nary use only."

(d) Request for certifieation, sam-
ples. (1W In addition to complying with
the requirements of § 146.2 of tis
chapter, a person who requests certi-
fication of a batch shall submit with
his request a statement showing the
batch mark, the number of packages
of each size in the batch, and the
number of milligrams of streptomy-
cin per milliliter. Such request shall be
accompanied or followed by the results
of tests and assays made by him on the
batch for potency, toxicity, and pH.

(2) Such person shall also submit
with his request, in the quantities here-
inafter indicated, accurately representa-
tive samples of the following:

(i) The batch; 1 immediate container
for each 5,000 immediate containers in
the batch, but in no case less than 5 or
more than 12 immediate containers.

(ii) In case of an initial request for
certification, each other ingredient used
in making the batch; 1 package of each
containing approximately 5 grams.

(e) Fees. The fee for the services
rendered with respect to each batch un-
der the regulations m this part shall be:

(1) $4.00 for each immediate con-
tainer in the sample submitted in ac-
cordance with paragraph (d) (2) of this
section.

(2) If the Commissioner considers
that investigations other than the ex-
amination of such immediate containers
are necessary to determine whether or
not such batch complies with the re-
quirements of § 146.3 of this chapter for
the issuance of a certificate, the cost of
such investigations.
The fee prescribedby subparagraph (1)
of this paragraph shall accompany the
request for qertiffcation unless such fee
is covered by an advance deposit main-
tained in accordance with § 146.8 (d)
of this chapter.

(f) Exemption of streptomycin hydro,
chloride solution oral veterinary and
streptomycn sulfate. solution oral veter-
mary from certification. Streptomycin
hydrochloride solution oral veterinary
and streptomycin sulfate solution oral
veterinary that conform to the require-
ments of paragraphs (a) (except that
thby may contain one or more essential
vitamin and nneral substances for nu-
tritive purposes), (b), and (c) of this

section shall be exempt from the require-
ments of- sections 502 (1) aknd 507 of the
act, if they comply with all the following
conditions:

(1) The labels bear an expiration
date that is not more than 12 months
after the month during which the batch
was last assayed and released by the
manufacturer.

(2) If they contain added vitamins or
minerals, the labels bear the name and
quantity of each such substance and a
statement that such substances are
present only for furnishing additional
vitamins and minerals while ammals are
eating less feed.

(3) The labels bear a statement that
solutions prepared with the drugs are
stable for not more than 24 hours.

(4) The circular or other labeling
within or attached to the package bears
information that only the antibiotics are
intended for the prevention or treatment
of the following conditions, and further,
bears directions and warnings adequate
for such use:

Ci) Bacterial enteritis in swine.,
(ii) Bacterial calf scours.
(iii) Chrome respiratory disease (air-

sac infection) in chickens.
(iv) Blue comb (mud fever, non-

specific infectious enteritis) in poultry.
§ 146b.120 Dihydrostreptomyczn-strep-

tomycm sulfates with tsofticotinze acid
hydrazzde. Dihydrostreptomycin-strep-
tomycin sulfates with isonicotinc acid
hydrazide conforms to all requirements
and is- subject to all procedures pre-
scribed by § 146b.113 for dihydrostrepto-
mycm-streptomycm sulfates, except
that:

(a) It contains not less than 100 mll-
grams of isonicotiic acid hydrazide for
each 0.5 gram of dihydrostreptomycin-
streptomycm sulfates. The isomcotim
acid hydrazide used has a purity of not
less than 98 percent and has a melting
point of not less than 1690 C. and not
more than 1720 C.

(b) In lieu of the directions prescribed
by § 146b.113 (c) it shall be labeled in
accordance with the requirements pre-
scribed by § 146b.101 (c) except that
each package shall bear on the outside
wrapper or container and the immediate
container the number of grams of di-
hydrostreptomycin, the number of grams
of streptomycin and the number of grams
of isomcotinic acid hydrazide, and the
expiration date shall be 18 months after
the month during which the batch was
certified: Provided, however That such
expiration date may be omitted Irom the
immediate container if such immediate
container is packaged in an individual
wrapper or container.

(c) In addition to complying with the
requirements of § 146b.113 (d) a person
who requests certification of a batch
shall submit with his request a statement
6howing the number of grams of sonlco-
time acid hydrazide in each package,
and in case of an initial request for cer-
tification, a sample consisting of approx-
imately 5.0 grams of the isonicotinic acid
hydrazide used in making, the batch.

(d) The fee for the services rendered
with respect to the sample of isonicotime
acid hydrazide submitted in accordance

with the requirements prescribed there-
for by this section shall be $4.00.

§ 146b.121 Streptomycnn-erythromy-
cmn omtment-(a) Standards of identity,
strength, quality, and purity. Strepto-
mycin-erythromycin ointment Is strep-
tomycin and erythromycin in a suitable
and harmless ointment base, with or
without one or more suitable sulfona,
mides and with or without suitable and
harmless dispersing and suspending
agents. Its moisture content is not
more than 1.0 percent. It contains per
gram not less than 3 milligrams of strop.
tomycin and not less than 5 milligrams
of erythromycin. The streptomyoin
used conforms to the requirements of
§ 146b.101 (a) except § 146b.101 (a) (2),
(4) and (5) The erythromycin used 1s
produced by the growth of Streptomyces
erythreus, has a potency of not less than
850 micrograms per milligram (on the
anhydrous basis), Is nontoxic, has a
moisture content of not more than 10
percent, its pH in a saturated aqueous
solution is not less than 8 and not more
than 10.5, and It gives a characteristic
color test with acetone and hydrochloric
acid, Each other substance used, It its
name is recognized in the U. S. P or
X. F., conforms to the standards pre-
scribed therefor by such official compen-
dium.

(b) Packaging. Streptomyclh-oryth-
romycin ointment shall be packaged
in collapsible tubes which shall be well-
closed containers as defined by the
U. S. P The composition of the imme-
diate container shall be such as will not
cause any change in the strength, qual-
ity, or purity of the contents beyond any
limit therefor in applicable standards,
except that minor changes so caused
that are normal and unavoidable in good
packaging, storage, and distribution
practice shall be disregarded.

(c) Labeling. Each package shall
bear on its label or labeling, as herein-
after indicated, the following:

(1) On the outside wrapper or con-
tainer and the immediate container:

(i) The batch mark.
(i) The number of milligrams of

streptomycin and the number of mill-
grams of erythromycin in each gram or
milliliter of the batch.

(iII) If It contains one or more sil-
fonamides, the name and quantity of
each such ingredient In each gram or
milliliter of the batch.

(iv) The statement "For veterinary
use only."

Cv) The statement "Expiration date
---" the blank being filled In with

the date that Is 12 months after the
month during which the batch was cer-
tified: Provided, however That such ex-
piration date may be omitted from the
immediate container if such immediate
container is packaged in an individual
wrapper or container.

(2) On the label and labeling, If It
contains one or more sulfonamdes, after
the name "streptomycin-erythromyoi
ointment," wherever It appears, the
words "with sulfonamilde(s) ," In jux-
taposition with such name,

(3) On the circular or other labeling
within or attached to the package, ade-
quate directions and warnings for the
veterinary use of such drug by the laity.
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Such circular or other labeling may also
bear a statement that a brochure or other
printed matter containing information
for other veterinary uses of such drug by
a veterinarian licensed by law to admin-
ister it will be sent to such veterinarian
on request.

(d) Requests for certification: sam-
ples. (1) In addition to complyng with
the requirements of § 146.2 of this chap-
ter, a person who requests certification
of a batch shall submit with his request
a statement showing the batch mark and
(unless they were previously submitted)
the dates on which the latest assays of
the streptomycin and erythromycin used
in making such batch were completed,
the quantity of each ingredient used in
making the batch, the date on which the
latest assay of the drug comprising such
batch was completed, and a statement
that each ingredient used in making the
batch conforms to the requirements pre-
scribed therefor by this section.

(2) Except as otherwise provided by
subparagraph (4) of this paragraph,
such person shall submit in connection
with his request results of the tests and
assays listed after each of the following,
made by him on an accurately represent-
alive sample of:

(i) The batch: Potency and moisture.
(ii) The streptomycin and erythromy-

cm used in making the batch: Potency,
toxicity, pH, moisture, and color-identity
test, if it is erythromycin.

(3) Except as otherwise provided by
subparagraph (4) of this paragraph,
such person shall submit in connection
with his request, in the quantities here-
inafter indicated, accurately representa-
tive samples of the following:

(i) The batch: 1 immediate container
for each 5,000 immediate containers in
the batch, but in no case less than 6
immediate containers ,or more than 12
immediate containers, collected by tak-
ing single immediate containers at such
intervals throughout the entire time of
packaging the batch that the quantities
packaged during the intervals are ap-
proximately equal.

(ii) The streptomycin used In malung
the batch: 5 packages containing ap-
proximately equal portions of not less
than 0.5 gram each, packaged in accord-
ance with the requirements of § 146b.101
(b)

(iii) The erythromycin used in mak-
ing the batch: 5 packages, each contain-
mg approximately equal portions of not
less than 0.5 gram.

(iv) In case of an initial request for
certification, the ingredients used in
making.the ointment base of the batch:
1 package of each, containing approxi-
mately 200 grams, except for the sus-
pending or dispersing agents and sul-
fonamides used, in which case the cam-
pie shall consist of approximately 5
grams.

(4) No result referred to in subpara-
graph (2) (ii) of this paragraph, and
no samples referred to in subparagraph
(3) (ii) and (ii) of this paragraph, is
required if such result or samples have
been previously submitted.

(e) Fees. The fee for the services ren-
dered with respect to each batch under
the regulations in this part shall be:
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(1) $4.00 for each paclage In the cam-
ples submitted in accordance with pra-
graph (d) (3) (. (i), (Uii), and (Uv)
of this section.

(2) If the Commissioner considcrs
that investigations other than examina-
tion of such packages are necessary to
determine whether or not such batch
complies with the requirements of
§ 146.3 of this chapter for the lsuance of
a certificate, the cost of such investiga-
tions.

The fee prescribed by subparagraph (1)
of this paragraph shall accompany the
request for certification unless such fee
is covered by an advance deposit main-
tamed in accordance with § 140.8 (d)
of this chapter.

§ 146b.122 Streptomycin-chlortetra-
cycline-ClLoramplenfco-bacitradfl den-
tal cement; dihydrostrcvtomycin-chlor-
tetracjcline-chloramphenicol-bacltracin
dental czment-a) Standards of iden-
tity, strength, quality, and purity.
Streptomycin - chlortetracycline - chlo-
ramphenicol-bacltracin dental cement
and dihydrostreptomycin-chlortetracy-
cline-chloramphenicol-bacltracln dental
cement are streptomycin or dihydro-
streptomycin, chlortetracycline, chlo-
ramphenicol, and bacitracin in a base
composed of suitable and harmless Inert
inorganic salts and oxides. Its moisture
content is not more than 1 percentL It
contains not less than 1.0 mill gram of
streptomycin or dlhydrostreptomycln,
not less than 1.0 milligram of chlortet-
racycline, not less than 1.0 milligram
of chloramphenicol, and not le:s than
50 units of bacitracin per gram. The
streptomycin used conforms to the
standards prescribed by § 140b.101 (a),
except § 146b.101 (a) (2), (4) and (5).
The dihydrostreptomycin used conforms
to the standards prescribed by § 140b.103,
except the standards for sterility, pyro-
gens, and histamine. The chlortetracy-
cline used conforms to the standards
prescribed by § 146c.201 (a) of this
chapter, except § 146c.201 (a) (2P, (4).
and (5) The chloramphenicol used
conforms to the standards prcribed by
§ 146d.301 (a) of this chapter, except
§ 146d.301 (a) (2), (4) and 45) The
bacitracin used conforms to the stand-
ards prescribed by § 146e.401 (a) of this
chapter, except § 14Ce.401 (a) 12) and
(4) Each other ingredient used, if its
name is recognized in the U. S. P or N. F.,
conforms to the standards prezcribed
therefor by such official compendium.

(b) Paclaging. Each batch of dental
cement shall be packaged in immediate
containers of transparent gla-s that
meet the test for tight containers as
defined by the U. S. P., and so Eealed that
the contents cannot be used without de-
stroying such zeal. The immediate con-
tainer and closure shall be such as will
not cause any chang e in the strength,
quality, or purity of the contents b:yond
any limit therefor in applicable stand-
ards, except that minor changes so
caused that are normal and unavoidable
in good packaging, storage, and distribu-
tion practice shall be disregarded.

(c) Labeling. Each package shall
bear on its label or labeling, as herein-
after indicated, the following:
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(1) On the outside wrapper or con-
tainer and the Immediate container:
(I) The batch marl:.
(11) The number of milligrams of

streptomycin or dihydrosireptomycin,
chiortetracycline, and chloramphenicol
and the number of units of bacitracin in
each gram of the batch.

(I1) The statement "Expiration date
... ," the blank being filled in with

the date that is 12 months after the
month during which the batch wds cer-
tiled: Provided, however, That such ex-
piration date may be omitted from the
Immediate container if such immediate
container is packaged in an individual
wrapper or container.

(2) On the outside wrapper or con-
tainer, the statement "Caution: Federal
law prohibits dispensing without pre-
scription."

(3) On the circular or other labeling
within or attached to the package, if it
I- packaIged for dispensing, adequate di-
rections and warnings for its use by
practitioners licensed by law to admin-
ister such drug.

(d) Request for certification; samples.
(1) In addition to complying with the
requirements of § 146.2 of this chapter, a
person who requests certification of a
batch shall submit with his request a
statement showing the batch mark, the
number of packages of each size in such
batch, the batch marl: and (unless they
were previously submitted) the dates of
the latest tests and assays of the strepto-
mycin or dihydrostreptomycin, chlortet-
racycline, chloremphencol, and bacitra-
cin used in maing the batch.

(2) Except as otherwise provided by
subparagraph (4) of this paragraph,
such person shall submit in connection
'with his request results of the tests and
as ays listed after each of the folloving,
made by him on an accurately repre-
rentative sample of:
(1) The batch: Potency and moisture.
(i1) The streptomycin or dihydro-

streptomycin used in making the batch:
Potency, toxicity, moisture, pH, strepto-
mycin content If It Is dihydrostreptomy-
cin, and cryztallinity if it is crystalline
dihydrostreptomycin sulfate.

(Ill) The chlortetracycline used in
madng the batch: Potency, toxicity,
moisture, and pH.

(Uv) The chloramphencol usEd in
maling the batch: Potency, toxicity, pH,
specific rotation, melting paint, and e-
Unction coafficlent.

(v) Thebacltraclnusedinmahang the
batch: Potency, toxicity, moisture, =,d
pH.

(3) Except as otherwise provded by
subparagraph (4) of this paragraph,
such person shall submit in connect-on
with his request, In the quantities here-
Inafter indicated, accurately representa-
tive samples of the following:

(I) The batch: 1 package for each 503
packages in the batch, but in no case less
than 6 packag--e3 nor more than 12 pact-
ages.

(i1) The streptomycin or dihydro-
streptomycin used in making the batch:
5 packages containing approximately
equal portions of not less than 0.5 gram.

(ii) The chlortetracycline used m
making the batch: 10 paclages, each
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containing approximately equal portions
of not less than 60 milligrams.

(iv) The chloramphenicol used in
4iaktng the batch: 10 packages, each
containing approximately equal portions
of not less than 300. milligrams.

(v) The bacitracm used in making
the batch: 6 packages, each containing
approximately equal portions of not'less
than 0.5 gram.

(vi) In case of an Initial request for
certification, each other ingredient used
in making the batch: 1 package of each
containing approximately 5 grams.

(4) No result referred to in subpara-
graph (2) (11), (rii) (iv), and v) of this
paragraph, and no sample referred to
in subparagraph (3) (ii), (ill) (iv), and
(v) of this paragraph, is required if such
result or sample has been previously
submitted.

(e) Fees. The fee for the services ren-
dered with respect to each batch under
the regulations in this part shall be:

(1) $4.00 for each package in the
samples submitted in accordance with
paragraph (d) (3) (i) (ii), (II) (iv),
(v), and (vi) of this section.

(2) If the Commissioner considers
that investigations other than examina-
tion of such packages are necessary to
determine whether or not such batch
complies with the requirements of § 146.3
of this chapter for the issuance of a cer-
tificate, the cost of such investigations.
The fee prescribed by subparagraph (1)
of this paragraph shall accompany the
request for certification unless such fee
Is covered by an advance deposit main-
tained in accordance with § 146.8 d) of
this chapter.

§ 146b.123 Streptomycin-sodium sul-
fathiazole solution veterinary; dihydro-
streptomycn-sodium sulfathtazole solu-
tion veterinary-(a) Standards of
identity, strength, quality, and purity.
Streptomycm-sodiuin sulfathiazole solu-
tion veterinary and dihydrostreptomy-
cm-sodium s u I f a t h i a z o 1 e solution
veterinary are streptomycin or dihydro-
streptomycin and sodium sulfathiazole
dissolved in a suitable and harmless
vehicle. Each milliliter contains not
less than 35 milligrams of streptomyci
or dihydrostreptomycin and not less than
25 milligrams of sodium sulfathiazole.
It is sterile. It is nontoxic. It is non-
pyrogemc. It contains no histamine
nor histamine-like substance. Its pH is
not less than 5.0 and not more than 8.0.
The streptomycm used conforms to the
standards prescribed therefor by
§ 146b.101 (a) except subparagraph (6)
The dihydrostreptomycin used conforms
to the standards prescribed therefor by
§ 146b.103, except the standard for
moisture. Each other substance used,
if its name is recognized in the U. S. P
or N. F., conforms to the standards pre-
scribed therefor by such official com-
pendium.

(b) Packaging; labeling. It shall be
packaged and labeled in accordance with
the requirements of § 146b.106 (b) and
Cc) except that in addition to the re-
quirements of paragraph (c) each pack-
age shall -bear on the outside wrapper or
container and the immediate container:

(1) The composition of the vehicle.

(2) The number of milligrams of so-
dium sulfathiazole in each milliliter of
the batch.

(3) The statement "For veterinary-
use only."
(c) Requests for certzifcaton,

samples; fees. The person who requests
certification of a batch shall submit in
connection with his request the same
information and number of samples for
the batch as prescribed by § 146b.106 (d),
and the fee for the services rendered
with respect to each such batch shall be
the same as that prescribed by § 146b.106
(e)

§ 146b.124 Streptomvczn-polymyxin-
neomycin ointment; dihydrostreptomy-
cin-polymyxmn-neomycm ointment-a)
Standards of zdentity, stength, quality,
and purity. Streptomycm-polymyxin-
neomycin ointment and dihydrostrepto-
mycin-polymyxm-neomycm ointment
are streptomycin or dihydrostreptomy-
cm, polymyxm, and neomycin in a suit-
able and harmless ointment base, with
or without one or more suitable sul-
fonamides, and with or without suitable
and harmless dispersing and suspending
agents. Its moisture content is not more
than 1 percent. It contains not less than
8 milligrams of neomycin, not less than
8 milligrams of streptomycin or dihydro-
streptomycin, and not less than 5,000
units of polymyxin B per gram of oint-
ment. The streptomycin used conforms
to the requirements of § 146b.101 (a)
except § 146b.101 (a) (2) (4) and (5)
The dihydrostreptomycin used conforms
to the requirements of § 146b.103, except
the standards for sterility, pyrogens, and
histamine. The polymyxin B used con-
forms to the requirements prescribed for
polymyxin B by § 146b.107 (a) The
neomycin used conforms to the require-
ments prescribed for neomycin by
§ 146e.410 (a) (2) of this chapter. Each
other substance used, if its name is rec-
ognized in the U. S. P or N. F., conforms
to the standards prescribed therefor by
such official compendium.
(b) Packaging. Each batch of oint-

ment shall be packaged in collapsible
tubes which shall be well-closed contain-
ers as defined by the U. S. P The com-
position of the immediate container shall
be such as will not cause any change in
the strength, quality, or purity of the
contents beyond any limit therefor in
applicable standards, except that minor
changes so caused that are normal and
unavoidable in good packaging, storage,
and distribution practice shall be dis-
regarded.
(c) Labeling. Each package shall

bear on its label or labeling, as herein-
after indicated, the following:

(1) On the outside wrapper or con-
tainer and the immediate container:

C i) The batch mark.
(ii) The number of milligrams of

streptomycM or dihydrostreptomycm,
the number of milligrams of neomycin,
and the number of units of polymyxin B
in each gram of the batch.

(iii) If the batch contains one or more
sulfonamides, the name and quantity of
each such Ingredient per gram of the
batch.

(iv) The statement "For veterinary
use only."

Cv) The statement "Expiration date
-------," the blank being filled In with

the date that Is 12 months after the
month during which the batch was cer-
tified: Provided, however, That such ex-
piration date may be omitted from the
immediate container if such immediate
container is packaged in an individual
wrapper or container,

(2) On the circular or other labeling
within or attached to the package, ade-
quate directions and warnings for the
veterinary use of such drug by the laity.
Such circular or other labeling may also
bear a statement that a brochure or
other printed matter containing Infor-
mation for other veterinary uses of such
drug by a veterinarian licensed by law
to administer it will be sent to such
veterinarian on request.
(d) Requests for certification, sam-

pres. (1) In addition to complying with
the requirements of § 146.2 of this chap-
ter, a person who requests certification
of' a batch shall submit with his request
a statement showing the batch marlk
and (unless they were previously sub-
mitted) the dates on which the latest
assays of the streptomycin or dihydro-
streptomycin, polymyxin B, and neomy-
cin used in making such batch were
completed; the quantity of each such
ingredient used in making the batch, the
date on which the latest assay of the
drug comprising such batch was com-
pleted, and a statement that each In-
gredient used in making the batch con-
forms to the requirements prescribed
therefor by this section.

(2) Except as otherwise provided by
subparagraph (4) of this paragraph,
such person shall submit in connection
with his request results of the tests and
assays listed after each of the following
made by him on an accurately repre-
sentative sample of:

(i) The batch: Potency and moisture,
(1i) The streptomycin or dihydro-

streptomycin used in making the batch:
Potency, toxicity, pH, streptomycin con-
tent if It is dihydrostreptomycin, and
crystallinity if it is crystalline dihydro-
streptomycin sulfate.

(iII) The polymyxin B used in making
the batch: Potency and toxicity.

(Iv) The neomycin used in making the
batch: Potency, toxicity, moisture, and
pH.

(3) Except as otherwise provided by
subparagraph (4) of this paragraph,
such person shall submit in connection
with his request, in the quantities here-
inafter indicated, accurately representa-
tive samples of the following:

(I) The batch: 1 immediate container
for each 5,000 immediate containers in
the batch, but In no case less than 7
immediate containers or more than 12
immediate containers, collected by tak-
ing single immediate containers at such
intervals throughout the entire time of
packaging the batch that the quantities
packaged during the intervals are ap-
proximately equal.

01I) The streptomycin or dihydro-
streptomycin used in making the batch:
5 packages containing approximately
equal portions of not less than 0.5 gram
each, packaged in accordance with the
requirements of § 146b.101 (b)
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(iii) The polymyxmn B used in making
the batch: 5 packages containing ap-
proximately equal portions of not less
than 0.5 gram each.

(iv) The neomycin used in making the
batch: 5 packages containing approxi-
mately equal portions of not less than
0.5 gram each.

(v) In case of an initial request for
certification, the ingredients used in
making the batch: 1 package of each
omtment-base ingredient, containing
approximately 200 grams; 1 package of
each suspending or dispersing agent
used, containing approximately 5 grams;
1 package of each sulfonamide used, con-
taining approximately 5 grams.

(4) The results referred to in sub-
paragraph (2) (ii) (iii), and (iv) of this
paragraph and the samples referred to
in subparagraph (3) (ii) (iii) and (iv)
of this paragraph are not required if
such results or samples have been previ-
ously submitted.

(e) Fees. The fee for the services
rendered with respect to each batch un-
der the regulations in this part shall be:

(1) $4.00 for each package in the
samples submitted in accordance with
paragraph (d) (3) i), (ii), (iii), (iv),
and v) of this section.

(2) If the Commissioner considers
that investigations other than examma-
tion of such packages are necessary to
determine whether or not such batch
compiles with the requirements of § 146.3
of this chapter for the issuance of a cer-
tificate, the cost of such investigation.

The fee prescribed by subparagraph (1)
of this paragraph shall accompany the
request for certification unless such fee
is covered by an advance deposit main-
tained in accordance with § 146.8 Cd)
of this chapter.

PART 146C-CERTIFICATION OF CHLORTET-
RAcYcL=E (OR TETRACYCLnTE) AND
CHLORTERTACYCLnMN- (OR TETRaCY-
CLINE-) CONTAINIG DRUGS

Sec.
146c.201 Chiortetracycline hydrochloride.
146c.202 Chiortetracycline ointment (chlor-

tetracycline hydrochloride oint-
ment), chiortetracydlune cal-
cium ointment, chIortetracycline
calcium cream; tetracycline hy-
drochlorlde ointment (tetracy-
c 11 n e hydrochloride in oil
suspension).

146c.203 Chlortetracycline troches; tetra-
cycline hydrochloride troches.

146c.20_ Chlortetracycline capsules; tetra-
cycline hydrochloride capzuies;
tetracycline capsules.

146c.205 Ohlortetracycline powder; tetra-
cycline hydrochloride powder,
tetracycline powder.

146c.206 Chlortetracycline ophthalmic; tet-
racycline hydrochloride oph-
thalmic.

146c.207 Chlortetracyclne tablets; tetracy-
cline tablets.

146c.208 Chlortetracycline otic; tetracycline
hydrochloride otic.

146c.209 Chlortetracycline dental cones.
146c.210 Chlortetracycline dental paste.
146c11 Chlortetracycline surgical powder;

tetracycline hydrochloride sur-
gical powder.

146c.212 Chlortetracycline suppositories;
tetracycline hydrochloride sup-
positories.

146c213 Chlortetracycline gauze pacling.
No. 246-Pt. 11---31
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Sec.
146c.214 Clrtetracyclino drczzing.
146c.215 Chlortetracycline with vazc-zon-

strictor; chlorttracycllno with

146c.217 Chlortetracyclino calcium oral
drops; chlortetracyclina calcium
syrup; tetracycline cyrp.

146c.218 Tetracycline hydrochloride.
146c.219 Cride chlortetracycline oral vctcr-

inary.
146c.220 Tetracycline.
146c.221 Tetracycline hydrochloride for in-

tramuacular use.
146c.222 Tetracycline hydrochlorido oral

suspension: tetracycline calcium
oral suspension.

146c.223 Chlortetracyclino - no om y ci n-
streptomycin - penicillin oint-
ment; chlortetracycline-neamy-
cm - dlhydrostreptomycin-pn-
icln ointment; tetracycline
hydrochloride - neomycin-
ctreptomycin - panillin oint-
ment; tetracycllno hydrachlo-
ride - neomycin - ctreptomycln-
penicillin ointment.

146c.224 Tetracycline hydrochlorlde-nyzta-
tin capsules.

146c.225 Tetracycline hydrochlorlde-nyota-
tin tablets.

146c.226 Tetracycline and vasoconstrictor
suspension; tetracycline and

------ suspenslon.
14Cc.227 Chlortetracyclino zpray drczlng.

Auron=: §§ 14Cc.201 to 14Cc.-27 --ued
under cec. 701, 52 Stat. 1055; 21 U. S. C. 371.
Interpret or apply zec. 507, 59 Stat. 0. as
amended; 21 U. S. C. 357.

§ 146c.201 Chortetraccline limiro-
chloride (chlortetracyclinc hijdrochloride
ralt)-(a) Standards of identity,
strength, quality, and purUit. Chlortet-
racycline hydrochloride is the yellow
hydrochloride salt or crystalline hydro-
chloride salt of a kind of chlortetracy-
cline or a mixture of two or more such
salts with or without one or more cuit-
able and harmless buffer substances if
it Is intended for intravenous ue. It
is so purified and dried that:

(1) Its potency, and the potency of the
chlortetracycline used in the manufac-
ture of chlortetracycline for intravenous
use, is not less than 900 micro3rams per
milligram, except If it Is intended for
use solely in the manufacture of a veter-
inary drug for nonparenteral u-e Its
poterey is not less than 820 mcrogram
per milligram;

(2) It is sterile;
(3) It is nontoxic:
(4) It Is nonpyrogenic;
(5) It contains no histamine nor hist-

amine-like substances;
(6) Its moisture content is not more

than 2.0 percent;
(7) Its PH in an aqueous solution con-

taining 0 milligrams per milliliter is not
less than 2.3 and not more than 3.3, ex-
cept If It is intended for intravenous use
and it contains buffer substances Its pH
is not less than 8 and not more than 9.5.

(b) PackagLng. In all cases the imme-
diate containers shall be tight contain-
ers as defined by the U. S. P., zhall be
sterile at the time of filling and closing,
shall be so sealed that the contentts can-
not be used without destroying the seal,
and shall be of such composition as will
not cause any change in the strength,
quality, or purity of the content- beyond
any limit therefor in applicable stand-
ards, except that minor changes so cauced
which are' normal and unavoidable In

9765

good pac/:aging, storage, and distribu-
ton practice shall be disregarded. In
case It is intended for intravenous use, It
shall be pacIzaged in immediate contain-
er of colorless, transparent glass, clos-d
by a subztance through which a hypa-
dermic needle may be introduced and
withdrawn without removing the closure
or destroyina Its effectiveness; each such
container shall contain not more than
1.0 gram unless It is intended solely for
veterinary use and Is conspicuously so
labeled, and each shall contain one or
more suitable and hnrmle buffer sub-
stances, or each shall be packaged m
combination with a container of a suit-
able and harmless diluent.
(c) Labeling. Eachpackageshallbaar

on Its label or labeling as hereinafter
Indicated:

(1) On the outside wrappqr or con-
tainer and the Immediate container:

(1) The batch mark;
(HI) The numbar of milligrams In the

immediate container;
(ill) The statement "Expiration da-te

-" the blank being filled in
with the date which is 12.months, or
if It is crystalline chlortetracycline 35
months, after the month during h ich
the batch was certified: Provided, how-
ever, That such expiration date may be
omitted from the immediate container if
such immediate container is packaged
In an individual wrapper or continer;

(iv) The statement "For manufactur-
Ing use," "For repacking," or "For manu-
facturing use or repackingu,- when pack-
aged for repacking or for use as an in-re-
dient in the manufacture of another drus,
as the cace may be; and
(v) If It I- packaged for intravenous

use and contains buffer substances, the
name of each such substance used.

(2) On the outside wrapper or con-
tainer:

(I) The Statement "Caution: Federal
law prohibits dispensing without pre-
Ecription," unless It Is packaged for dis-
pensing and It is Intended solely for
veterinary use and I- conspicuously so
labeled.

(ii) f It is intended solely for Intra-
venous veterinary use, the statement
"Caution: Federal law restricts this drug
to tale by or on the order of a licensed
veterinarian."

(3) On th circular or other labeling
within or attached to the package, If it is
packaged for dispensing:
(1) If it Is intended for use by man,

adequate directions and warnings for its
use by practitioners licensed by law to
administer such drug.

(Hl) If It is intended for Intravenous
veterinary use, adequate directions and
warnings for its use by veterinarians
licensed by law to administer such drug..

(ill) If It is intended solely for veteri-
nary use other than for intravenous in-
jection and is conspicuously so labeled.
adequate directions and warnings for
the veterinary use of such dru- by the
laity. Such circular or other labeling
may a-o bear a statement that a bro-
chure or other printed matter containing
information for other veterinary uses of
such drug by a vetsrinarian licensed by
law to administer It will be sent to such
veterinarian on request.
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(iv) A statement of the conditions un-
der which such solutions should be
stored, including a reference to their In-
stability when stored under other condi-
tions, and a statement "Sterile solutions
must be injected immediately after prep-
aration."

(d) Request for certiftcation, check
tests and aspays; samples. (1) In addi-
tion to complying with the requirements
of § 146.2 of this chapter, a person who
requests certification of. a batch shall
submit with his request a statement
showing the batch mark, the number of
packages of each size in the batch, the
number of milligrams in each package,
and (unless it was previously submitted)
the date on which the latest assay of the
drug comprising the batch was com-
pleted; and if it Is intended for-intra-
venous usQ and contains buffer sub-
stances, the date and the results of the
latest test for potency of the chlortetra-
cyclne used in making such batch. Such
request shall be accompamed or followed
by the results of tests and assays made
by him on the batch for potency, steril-
ity, toxicity pyrogens, histamine con-
tent, crystallinity (if it is the crystalline
salt), moisture, and pH. If such batch
or any part thereof Is to be -packaged
with a solvent such request shall also be
accompanied by a statement that such
solvent conforms to the requirements
prescribed therefor by this section.

(2) 'If such batch is packaged for dis-
pensing, such person shall submit with
his request an accurately representative
sample of the batch, consisting of the
following:

(i) For all tests except sterility* 1 im-
mediate container for each 5,000 imme-
diate containers in such batch, but in
no case less than 8 or more than 15
immediate containers.

(li) For sterility testing; 10 immedi-
ate containers.
Such sample shall be collected by taking
single immediate containers at such in-
tervals throughout the entire time of
packaging the batch that the quantities
packaged during the intervals are ap-
proximately equal.

(3) If such batch is packaged for re-
packing or for use as an ingredient in
the manufacture of another drug, such
person shall submit with his request an
accurately representative sample of the
batch, consisting of the following:

(i) For all tests except sterility- 5
packages, each containing approximately
0.5 gram.

(i) For sterility, testing; 10 packages,
each cofitaining approximately 40 milli-
grams.
Each such package shall be packaged in
accordance with the requrements of
paragraph (b) of this section.

(4) In connection with contemplated
requests for certification of repacked
batches or batches of another drug in
the manufacture of which It is to be used,
the manufacturer of a batch which is to
be so repacked or used may request the
Commissioner to make check tests and
assays on a sample of such batch, taken
as prescribed by subparagraph (3) of
this paragraph. From the Information
required by subparagraph (1) of this
paragraph may be omitted results -of

tests and assays not required for the
batch when used in such other drug.
The Commissioner shall report to such
manufacturer results of such check tests
and assays as are so requested.

(5) If such batch is intended for in-
travenous use and it contains buffer
substances, such person shall submit in
connection with his request (unless it
has been previously submitted) one im-
mediate container containing approxi-
mately 0.5 gram of the chlortetracycline
used in, making such batch.

(e) Fees. The fee for the services
rendered with respect to each batch
under the regulations in this part shall
be:

(1) $10.00 for each immediate con-
tamer in the samples submitted m ac-
cordance with paragraph (d) (2) (1) (3)
(i) and (4) of this section; $4.00 for
each immediate container in the sample
submitted m accordance with paragraph
(d) (5) of this section.

(2) If the Commissioner considers
that Investigations, other than examina-
tion of such immediate containers, are
necessary to determine whether or not
such batch complies with the require-
ments of § 146.3 of this chapter for the
issuance of a certificate, the cost of such
investigations.
The fee prescribed by subparagraph (1)
of this paragraph shall accompany the
request for certification unless such fee
Is covered by an advance deposit main-
tained re'accordance with § 146.8 (d) of
this chapter.

§ 146c.202 Chlortetracycline oint-
ment (chlortetracycline hydrochlorzde
otntment) chlortetracycline calcium
ozntment, chlortetracycline c a l c z urm
cream, tetracycline hydrochloride oznt-
ment (tetracycline hydrochlorzde in oil
suspenszon)-(a) Standards of identity,
strength, quality, and purity. Chlortet-
racycline ointment is crystalline chlor-
tetracycline hydrochloride or chlortet-
racycline calcium in a suitable and
harmless ointment base. Tetracycline
hydrochloride ointment is crystalline
tetracycline hydrochloride in a suitable
and harmless ointment base.. It may
contain a suitable local anesthetic, corti-
sone, hydrocortisone, or a suitable ester
of cortisone or hydrocortisone, and one
or more suitable and harmless preserva-
tives. Its moisture content is not more
than 1 percent if it is chlortetracycllne
hydrochloride or tetracycline hydro-
chloride ointment. Its potency is not
less than 1 milligram per gram. The
chlortetracycline hydrochloride used in
making the chlortetracycline hydrochlo-
ride ointment and in preparing the
chlortetracycline calcium used in mak-
ing the chlortetracycline calcium oint-
ment conforms to the requirements of
§ 146c.201 (a) except paragraph (a) (1)
(2) (4) and (5) of that section, but its
potency is not less than 750 micrograms
per milligram. The tetracycline hydro-
chloride used conforms to the re-
quirements of § 146c.218 (a) except
paragraph -(a) (2), (4) and (5) of that
section. Each other ingredient used, if
its name is. recognized in the U. S. P or
N. F., conforms to the standards pre-
scribed theref6r by such official com-
pendium.

(b) Packaging. The ointment shall
be packaged in collapsible tubes which
are well-closed containers as defined by
the U. S. P., or in containers of glass or
plastic that are tight containers as de-
fined by the U. S. P Unless it Is labeled
solely for hospital use, each such con-
tainer shall contain not more than 2
ounces, except if it is Intended for oph-
thalmic use each such container shall
contain not more than Y-ounce, if It Is
a collapsible tube, or more than 1/2-ouncc
if it Is a tight container. Each such con-
tainer shall be of such composition as
will not cause any change In the strength,
quality, or purity of the contents beyond
any limit therefor In applicable stand-
ards, except that minor changes so
caused that are normal and unavoidable
in good packaging, storage, and distri-
bution pradtices shall be disregarded,

(c) Labeling. Each package of oint-
ment shall bear on its label or labeling
as hereinafter indicated:

(1) On the outside wrapper or con-
tainer and the immediate container of
the package:

(i) The batch mark:
(i) The potency per gram, expressed

In terms of Its equivalency of chlortet-
racycline hydrochloride or as tetra-
cycline hydrochloride;

(iIl) U It contains preservatives, corti-
sone, hydrocortisone, or an ester of corti-
sone or hydrocortisone, or a local anes-
thetic, the name and quantity of each
such substance;

(iv) The statement "Expiration date
---------" the blank being filled in with

the date which Is 24 months, If it Is
chlortetracycline calcium ointment or
tetracycline hydrochloride ointment, or
36 months, If it Is chlortetracycline hy-
drochloride ointment, after the month
during which the batch was certified:
Provided, however That such expiration
date may be omitted from the Immediate
container if such Immediate container is
packaged In an Individual wrhpper or
container.

(2) On the outside wrapper or con-
tainer, if it is packaged for ophthalmic
use by man or if It contains cortisone, hy-
drocortisone, or an ester of cortisone or
hydrocortisone, the statement "Caution:
Federal law prohibits dispensing without
prescription," and a reference specifi-
cally identifying a readily available
medical publication containing Informa-
tion (including contraindications and
possible sensitization) adequate for the
use of such ointment by practitioners
licensed by law to administer such drug;
or a reference to a brochure or other
printed matter containing such informa-
tion, and a statement that such brochure
or printed matter will be sent on request:
Provided, however That this reference
may be omitted If the information is con-
tamed in a circular or other labeling
within or attached to the package,

(3) On the label and labeling, if it
contains one or more of the active in-
gredients specified in paragraph (a) of
this section, after the name "chlortet-
racycline ointment," "chlortetracycline
calcium ointment," "chlortetracyclino
calcium cream," or "tetracycline hydro-
chloride ointment," wherever it appears,
the words "with -------- ," in juxta-
position with such name, the blank being
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filled in with the common or usual name
of each such ingredient used.

(4) If it is not packaged for ophthal-
mie use by man or it does not contain
cortisone, hydrocortisone, or an ester of
cortisone or hydrocortisone, a circular or
other labeling within or attached to the
package bearing adequate directions and
warnings for prophylactic use by man, or
for the veterinary use of such ointment.
Such circular or other labeling may also
bear a statement that a brochure or
other printed matter containing infor-
mation for other uses of such ointment
by practitioners licensed by law to ad-
enister such drug will be sent on request
to such a practitioner.

(d) Requests for certification, samples.
(1) In addition to complying with the
requirements of § 146.2 of this chapter,
a person who requests certification of
a batch of ointment shall submit with
his request a statement showing the
batch mark, the number of packages of
each size in such batch, the batch mark
and (unless it was previously submitted)
the date on winch the latest assay of the
chlortetraoycline or tetracycline hydro-
chloride used in making such batch
was completed, the quantity of each
ingredient used in making the batch,
the date on which the latest assay
of the drug compring such batch
was completed, and that each component
of the ointment base used conforms to
the requirements prescribed therefor by
this section.

(2) Except as otherwise provided by
subparagraph (4) of this paragraph,
such person shall submit in connection
with his request results of the tests and
assays listed after each of the following,
made by him on an accurately repre-
sentative sample of:

(i) The batch; potency and moisture.
(ii) The chlortetracycline or tetra-

cycline hydrochloride used in making
the batch; potency, toxicity, moisture,
pH, crystallinity, and extinction coeffil-
cient, if it is tetracycline hydrochloride.

(3) Except as otherwise provided by
subparagraph (4) of this paragraph,
such person shall submit in connection
with his request, in the quantities here-
inafter indicated, accurately representa-
tive samples of the following:

() The batch; one package for each
5,000 packages in the batch, but in no
case less than five packages or more than
12 packages, -collected by taking single
packages at such intervals throughout
the entire time of packaging the batch
that the quantities packaged during the
intervals are approximately equal.

(ii) The chlortetracycline or tetra-
cycline hydrochloride used in making the
batch; ten packages, containing approxi-
mately equal portions of not less than 60
milligrams each, packaged in accordance
with the requirements of § 146c.201 (b)

(iii) In case of an initial request for
certification, each other ingredient used
in making the batch: 1 package of each
component of the ointment base, each
containing approximately 200 grams; 1
package of each preservative used. each
containing approximately 5 grams; and
if cortisone, hydrocortisone, or an estei
of cortisone or hydrocortisone is used, I
package of such ingredient, containing
approximately 100 milligrams.
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(4) No result referred to In subpara-
graph (2) (1i) of this paragraph, and no
sample referred to in subparagraph (3)
(ii) of this paragraph, Is required if such
result or sample has been previously
submitted.

(e) Fees. The fee for the services ren-
dered with respect to each batch of
ointment under the regulations in this
part shall be:

(1) $4.00 for each package in the sam-
ples submitted in accordance with para-
graph (d) (3) (1), (11), and (11) of this
section; and

(2) If the Commis ioner considers
that investigations, other than examina-
tion of such packages, are nece:sary to
determine whether or not such batch
complies with the requirements of § 140.3
of this chapter for the issuance of a cer-
tificate, the cost of such investigations.
The fee prescribed by subparagraph (1)
of this paragraph shall accompany the
request for certification unless such fee
is covered by an advance deposit main-
tained in accordance with § 146.8 (d)
of this chapter.

§ 146c.203 Chlortetracycline trochc
(cllortetracycline hydrochloride tro-
ches) tetracycline hydroehloride tro-
ches-(a) Standards of identity.
strength, quality, and purity. Chlor-
tetracycline troches and tetracycline hy-
drochlonde troches are troches composed
of crystalline chortetracycline or crys-
talline tetracycline hydrocl-dorlde and
one or more suitable and harmless diu-
ents, binders, and lubricants, with or
without one or more suitable and harm-
less preservatives, colorings, and flavor-
ings. The potency of each troche is not
less than 5 milligrams; the moisture con-
tent is not more than 2 percent. The
chlortetracycline used conforms to the
requirements of §14Gc.201 (a) except
§ 146c.201 (a) (1), (2) (4) and (5) but
its potency is not less than 750 micro-
grams per milligram. The tetracycline
hydrochloride used conforms to the re-
quirements of § 146c.218 (a), except
§ 146c.218 (a) (2), (4) and (5). Each
other substance used, if Its name is rcc-
ognized in the U. S. P. or N. F.. conforms
to the standards prescribed therefor by
such official compendium.

(b) Pacezaging. Unless each troche
is enclosed in foil or plastic film and
such enclosure is a tight container as
defined by the U. S. P., except the pro-
vision that It shall be capable of
tight reclosure, the immediate container
shall be a tight container as so de-
fined. The immediate container may
also contain a desiccant separated from
the troches by a plug of cotton or other
like material. The composition of the
immediate container, or foil or film en-
closure, shall be such as will not cause
any change in the strength, quality, or
purity of the contents beyond any limit
therefor In applicable standards, except
that minor changes so caused which are
normal and unavoidable In good pack-
aging, storage, and distribution practico
shall be disregarded.

(c) Labeling. Each pachage of
troches shall bear, on Its label or labeling
as hereinafter indicated, the following:

(1) On the outside wrapper or con-
tainer and the immediate container:

U) The batch mark;
(Wl) The number of milligram in each

troche of the batch;
(ill) If it contains a preservative, the

name and quantity of each such lnsre1
dient; and

(iv) The statement "Expiration date
, the blank being filled m

with the date which is 24 months after
the month during which the batch was
certifled, except that the blank may be
filled in with the date which is 36 months
or 43 months after the month during
which the batch was certified if the per-
con who requests certification has sub-
mitted to the Commissioner results of
tests and assays showing that after baing
stored for such period of time such dru
as prepared by him complies with the
standards prescribed therefor by para-
graph (a) of this section: Provided, hour-
ever, That such expiration date may ba
omitted from the immediate container if
such immediate container is packag-ed
in an Individual wrapper or container.

(2) On the outside wrapper or con-
tainer:

(1) The statement "Caution: Federal
law prohibits dispensing without pre-
scription."

(W) -If It is pacLaged for dispensing, a
reference speciflcally Identifying a read-
ily available medical publication con-
tainig information (including contra-
ndications and possible sensitization)
adequate for the use of such drug by
practitioners licensed by law to ad-
minister It; or a reference to a brochure
or other printed matter containing such
Information, and a statement that such
brochure or other printed matter will be
sent on request: Provided, however That
this reference may be omitted if the in-
formation is contained in a circular or
other labeling within or attached to the
paclmge.

(d) Requests for czrtification; samplea.
(1) In addition to complying with the
requirements of § 146.2 of this chapter,
a person who requests certification of
a batch of troches shall submit with hIs
request a statement showing the batch
marl:, the number of packages of each
size In such batch, the batch mark and
(unless It was previously submitted) the
date on which the latest assay of the
chliortetracycline or tetracycline hydro-
chloride u:2d in making such batch was
completed, the number of miigrams in
each troche, the quantity of each ingre-
dient used in making the batch, the date
on which the latest assay of the troahes
comprising such batch was completed.
and a statement that each ingredient
used in making the batch conforms to
the requirements prescribed therefor by
this section.

(2) Except a, otherwise provided in
subparagraph (4) of this paragraph, such
perzon shall submit In connection with
his request results of the tests and assays
listed after each of the following, made
by him on an accurately representative
sample of:

U) The batch; average potency per
troche and average moisture.

(11) The chlortetracycline or tetracy-
cline hydrochlorlde used in making the
batch, purity, toxicity, moisture, pH,
crystallinity, and extinction coefficient if
it is tetracycline hydrochloride.
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(3) Except as otherwise provided by
subparagraph (4) of this paragraph,
such person shall submit in connection
with his request, in the quantities here-
Inafter inicated, accurately represen-
tative samples of the following:

(1) The batch; one troche for each
5,000 troches in the batch, but in no case
less than 20 troches or more than 100
troches, collected by taking single troches
at such intervals throughout the entire
time the troches are being made that the
quantities made during the intervals are
approximately equal.

(ii) The chlortetracycline or tetracy-
cline hydrochloride used in making the
batch; 10 packages, each contaimng ap-
proximately equal portions of not less
than 60 milligrams, packaged in accord-
ance with the requirements of § 146c.201
(b)

(it) In case of an initial request for
certification, each other- substance used
in making the batch; one package of
each containing approximately 5 grams.

(4) No result referred to in subpara-
graph (2) (I) of this paragraph, and no
sample referred to in subparagraph (3)
(ii) of this paragraph, is required if such
result or sample has been previously sub-
initted.

(e) Fees. The fee for the services
rendered with respect to each batch of
troches under the regulations in this
part shall be:

(1) $1.00 for each troche In the sample
submitted in accordance with paragraph
(d) (3) (i) of this section, $4.00 for each
package in the samples submitted in ac-
cordance with paragraph (d) (3) (iI)
and (iII) of this section; and

(2) If the Commissioner considers
that investigations, other than examina-
tion of such troches, are necessary to de-
termine whether or not such batch com-
plies with the requirements of § 146.3 of
this chapter for the Issuance of a certifi-
cate, the cost of such investigations.
The fee prescribed by subparagraph (1)
of this paragraph shall accompany the
request for certification unless such fee
Is covered by an advance deposit main-
tained in accordance with § 146.8 (d) of
this chapter.

§ 146c.204 Chlortetracycline capsules
(chlortetracycline hydrochlortde cap-
sules) tetracycline hydrochlorde cap-
sules; tetracycline capsules-(a) Stand-
ards o1 identity, strength, quality, and
purity. Chlortetracycline capsules, tet-
racycline hydrochloride capsules, and
tetracycline capsules are capsules com-
posed of crystalline chlortetracycline,
tetracycline hydrochloride, or tetracy-
cline, with or without one or more
suitable sulfonamides and with or
without one or more suitable and harm-
less vitamin substances, buffer sub-
stances, vegetable oils, preservatives,
diluents, binders, lubricants, colorings,
and flavorings, enclosed in a gelatin cap-
sule. Each capsule shall contain not
less than 50 milligrams of chlortetracy-
cyme, tetracycline hydrochloride, or tet-
racycline, unless it-is intended solely for
veterinary use and is conspicuously so
labeled. Its moisture content is not
more than 2 percent if it contains chIor-
tetracycline and not more than 3 percent

if it contains tetracycline hydrochloride
or tetracycline. The chlortetracycline
used conforms to the requirements of-
§ 146c.201 (a) except § 146c.201 (a) (2),
(4) and (5) The tetracycline hydro-
chloride used conforms to the require-
ments of §.146c.218 (a), except § 146c.201
(a) (2) (4) and (5) The tetracycline
used conforms to the requirements of
§ 146c.220 (a) Each other substance
used, if its name is recognized in the
U. S. P or N. F., conforms to the stand-
ards prescribed therefor by such official
compendium.

(b) Packaging. Unless each capsule
is enclosed in a foil or plastic film and
such enclosure is a tight container as
defined by the U. S. P., except the provi-
sion that it shall be capable of tight re-
closure, the immediate container shall be
a tight container as-so defined. The in-
mediate container may also contain a
desiccant separated from the capsules by
a plug of cotton or other like material.
The composition of the immediate con-
tamer, or of the foil or film enclosure,
shall be such as will not cause any
change in the strength, quality, or purity
of the contents beyond any limit there-
for in applicable standards, except that
minor changes so caused which are nor-
mal and unavoidable in good packaging,
storage, and distribution practice shall
be disregarded.

(c) Labeling. Each package shall
bear, on its label or labeling as herein-
after indicated, the following:

(1) On the outside wrapper or con-
talner and the immediate container:

'(i) The batch mark; I
(i) The number of milligrams In each

capsule of the batch;
(iii) If it contains preservatives, sul-

fonamides, or vitamin substances, the
name and quantity of each such in-
gredient;

(iv) The statement "Expiration date
--------" the blank being filled in with

the date that is 60 months after the
month during which the batch was cer-
tified if it is choretetracycline hydro-
chloride, or with the date that is 36
months after the month during which
the batch was certified if it is tetra-
-cycline hydrochloride or tetracycline, or
with the date that is 24 months after the
month during which the batch was cer-
tified if it contains one or more vitamin
substances: Provided, however That
such expiration date may be omitted
from the immediate container if such
immediate container is packaged in an
individual wrapper or container.

(2) On the outside wrapper or con-
tamer-

(i) The statement: "Caution: Federal
law prohibits dispensing without pre-
scription," unless it is packaged for dis-
pensing and it is intended solely for
veterinary use and is conspicuously so
labeled.

(ii) If it is packaged for dispensing
and it is intended for use by man, a ref-
erence specifically identifying a readily
available medical publication containing
information (including contraindications
and possible sensitization) adequate for
the use of such drug by practitioners li-
censed by law to administer it; or a refer-
ence to a brochure or other printed mat-
ter containing such information, and a

statement" that such brochure or other
printed matter will be sent on request:
Provided, however That this reference
may be omitted if the information is con-
tained in a circular or other labeling
within or attached to the package.

(3) On the label and labeling, if it
contains one or more sulfonamides or
vitamin substances, after the name
"chlortetracycline capsules" or "tetra-
cycline hydrochloride capsules" or
"tetracycline capsules," wherever either
such name appears, the words "with sul-
fonamide(s)" or "with vitamin .... "
(the blank being filled In with the name
of the vitamin ingredient used) or "with
vitamins" (if it contains more than one
vitamin Ingredient), Iii juxtaposition
with such name.

(4) On a circular or other labeling
within or attached to the package, if it
is packaged for dispensing and It is in-
tended solely for veterinary use and is
conspicuously so labeled, adequate direc-
tions and warnings for the veterinary
use of such drug by the laity. Such cir-
cular or other labeling may also bear a
statement that a brochure 'or other
printed matter containing information
for other veterinary uses of such drug by
a veterinarian licensed by law to admin-
ister It will be sent to such veterinarian
on request.

(d) Requests for certillcation; sam-
ples. (1) In addition to complying with
the requirements of § 146.2 of this chap-
ter, a person who requests certification
of a batch shall submit with his request
a statement showing the batch mark, the
number of packages of each size in such
batch, the batch mark and (unless It was
previously submitted) the date on Which
the latest assay of the chlortetraoycline,
tetracycline hydrochloride, or tetracy-
cine used in making such batch was
completed, the number of milligrams in
each capsule, the quantity of each in-
gredient used in making the batch, the
date on which the latest assay of the
drug comprising such batch was com-
pleted, and a statement that each in-
gredient used in making the batch con-
forms to the requirements prescribed
therefor, If any, by this section,

(2) Except as otherwise provided in
subparagraph (4) of this paragraph,
such person shall submit in connection
with his request results of the tests and
assays listed after each of the following,
made .by him on an accu'ately repre-
sentative sample of:

(I) The batch; average potency per
capsule and average moisture.

(ii) The chlortetracycline, tetracy-
line hydrochloride, or tetracycline used
in making the batch; potency, toxicity,
moisture, pH, crystallinlty, and extinc-
tion coefficient If it is chlortetraoyclino
hydrochloride or tetracycline.

(3) Except as otherwise provided by
subparagraph (4) of this paragraph,
such person shall submit In connection
with his request, In the quantities here-
inafter indicated, accurately representa-
tive samples of the following:

(I) The batch; one capsule for each
5,000 capsules in the batch, but In no. case
less than 20 capsules or more than 100
capsules, collected by taking single cap-
sules at such intervals throughout the
entire time of preparation that the
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quantities encapsulated during the in-
tervals are approximately equal.

(ii) The chlortetracyline, tetracycline
hydrochloride, or tetracycline used in
making the batch; ten packages, each
containing approximately equal portions
of not less than 60 milligrams, packaged
in accordance with the requirements of
§ 146c.201 (b)

(iff) In case of an initial request for
certification, each other ingredient used
in making the batch; one package of
each containing approximately 5 grams.

(4) No result referred to in subpara-
graph (2) Qi) of this paragraph, and no
sample referred to in subparagraph (3)
(ii) of this paragraph, is required if such
result or sample has been previously sub-
mitted.

(e) Fees. The fee for the services
rendered with respect to each batch
under the regulations in this part shall
be:

(1) $1.00 for each capsule in the sample
submitted in accordance with paragraph
(d) (3) (1) of this section, $4.00 for each
package in the samples submitted in ac-
cordance with paragraph (d) (3) (it)
and (iii) of this section; and

(2) If the Commissioner considers
that investigations, other than examina-
tion of such capsules and packages, are
necessary to determine whether or not
such batch complies with the require-
ments of § 146.3 of this chapter for the
issuance of a certificate, the cost of such
investigations.
The fee prescribed by subparagraph (1)
of this paragraph shall accompany the
request for certification, unless such fee
is covered by an advance deposit man-
tamed in accordance with § 146.8 (d) of
this chapter.

§ 146c.205 Chlortetracycline powder
(chlortetracycline hydrochlorue -pow-
der) *tetracycline hydrochlortde powder*
tetracycline powder-(a) Standards of
identity, strength, quality, and purity.
Chlortetracycline powder, tetracycline
hydrochloride powder, and tetracycline
powder are crystalline chlortetracycline
hydrochloride, tetracycline hydrochlor-
ride, or tetracycline, with or without one
or more suitable and harmless vitamin
substances, and with or without suitable
and harmless buffer substances, pre-
servatives, diluents, colorings, flavorings.
and local anesthetics (if it is intended for
use solely as a dusting powder) The
content of chlortetracycline or tetracy-
cline hydrochloride or tetracycline is not
less than 15 milligrams per gram of
powder. The moisture content of chlor-
tetracydlihe powder or tetracycline hy-
drochlonde powder is not more than 2
percent. The moisture content of te-
tracycline powder is not more than 7.5
percent. The chlortetracycline used
conforms to the requirements of § 146c.-
201 (a) except § 146c.201 (a) (2) (4),
and (5) The tetracycline hydrochloride
used conforms to the requirements of
§ 146c.218 (a) except subparagraphs (2),
(4) and (5) of that paragraph. The
tetracycline used conforms to the re-
quirements of § 146c.220 (a). Each
other substance used, if its name is rec-
ognized in the U. S. P. or N. F., conforms
to the standards prescribed therefor by
such official compendium.
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(b) Packaging. In all cases the im-
mediate container shall be a tight con-
tainer as defined by the U. S. P. The
composition of the Immediate container
shall be such as will not cause any change
in the strength, quality, or purity of the
contents beyond any limits therefor in
applicable standards, except that minor
changes so caused which are normal and
unavoidable in good packaging, storage.
and distribution practice shall be dire-
garded.
(c) Labeling. Each package shall bear

on its label or labeling as hereinafter
indicated, the following:

(1) On the outside wrapper or con-
tainer and the immediate container:
(I) The batch mark;
(ii) The number of milligrams of

chlortetracycline or tetracycline hydro-
chloride or tetracycline (expressed in
terms of equivalency of tetracycline
hydrochloride) per gram; or, if It is in-
tended for use solely as an ingredient
in the dinking water of animals and is
conspicuously so labeled, the number of
grams of drug per pound in the immedi-
ate container;
(ill) The statement "Expiration date

-------"-. 'the blank being filled In with
the date that is 48 months after the
month during which the batch was cer-
tified if It is ehlortetracycline hydro-
chloride powder, or with the date that
is 24 months after the month during
which the batch was certified If it is
tetracycline hydrochloride powder or
tetracycline powder or if It contains one
or more vitamin substances: Provided,
however That such expiration date may
be omitted from the immediate con-
tainer if such immediate container Is
packaged in an individual wrapper or
container.

(v) If it contains a preservative, a
local anesthetic, or vitamin substances,
the name and quantity of each such
ingredient.

(2) On the outside wrapper or con-
tainer.v

(I) The statement "Caution: Federal
law prohibits dispensing without pre-
scription," unless it is packaged for dis-
pensing and it is intended solely for
veterinary use and Is conspicuously so
labeled.

(iI) If it is packaged for dispensing
and it is intended for use by man, a
reference specifically Identifying a read-
ily available medical publication con-
taining information (including contra-
Indications and possible sensitization)
adequate for the use of such drug by
practitioners licensed by law to admin-
ister it; or a reference to a brochure or
other printed matter containing such
information, and a statement that such
brochure or other printed matter will
be sent on request: Provided, howvr,
That this reference may be omitted if
the information is contained In a circu-
lar or other labeling within or attached
to the package.

(3) On the label and labding, If It
contains one or more vitamin substances,
after the name "chlortetracycline pow-
der," "tetracycline hydrochloride pow-
der," or "tetracycline powder," wherever
such name appears, the words "with
vitamin " (the blank being
filled in with the name of the vitamin
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Ingredient used) or "with vitamins" (if
It contains more than one vitamin in-
gredlent), in juxtaposition with such
name.

(4) On the circular or other labeling
within or attached to the package, if it
Is packged for dispensing and it is
intended solely for veterinary use and
Is conspicuously so labeled, adequate
directions and warnings for the veter-
inary use of such drug by the laity.
Such circular or other labealing may also
bear a statement that a brochure or
other printed matter containing infor-
mation for other veterinary uses of such
drug by a veterinarian licensed by law
to administer It will be sent to such
veterinarian on request.

d) Request for certification; samples.
(1) In addition to complying with there-
quirements of § 146.2 of this chapter,
a" person who requests certification of
" batch shall submit with his request
a statement showing the batch mark
the number of packages of each size in
such batch, the batch mark and (unless
It w s previously submitted) the date
on which the latest assay of the chlor-
tetracycline, tetracycline hydrochloride
or tetracycline used in making such
batch was completed, the number of
milligrams In each immediate container,
the quantity of each ingredient used in
maldng the batch, the date on wich
the latest assay of the drug compris-
ing such batch was completed, and z
statement that each ingredient used in
making the batch conforms to the re-
quirements prescribed therefor, if any,
by this cection.

(2) Ezcept as otherwse provided In
subparagraph (4) of this paragraph, such
person shall submit in connection with
his request results of the tests and assays
listed after each of the following, made
by him on an accurately representative
sample of:

(i) The batch; potency and moisture.
(11) The chlortetracycline, tetracycline

hydrochloride, or tetracycline used in
maing the batch; potency, toxicity,
moisture, pH, crystallinlt, and extinc-
tion coefficient if it Is tetracycline hydro-
chloride or tetracycline.

(3) Except as otherwise provided by
subparagraph (4) of this paragraph, such
person shall submit in connection with
his request, in the quantities hereinafter
indicated, accurately representative sam
pies of the following:

(i) The batch; one immediate con-
tainer for each 5,000 containers in the
batch, but in no case less than 5 or more
than 12 immediate containers, unless
each such container is packaged to con-
tain more than 1.0 gram, in which case
the sample shall consist of 1.0 gram
for each 5,000 immediate containers in
the batch, but in no case less than five
1.O-gram portions or more than twelve
1.0-gram portions, except if it is in-
tended for use as an ingredient in the
drinking water of animals, each portion
in the sample submitted shall consist of
1 ounce in lieu of 1.0 gram. Such sam-
ple shall be collected by takng single
immediate containers, 1.0-gram por-
tions, or 1-ounce portions at such inter-
vals throughout the entire time the
containers are being filled that the
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quantities filled durnng the ifitervals pre
approximately equal.

(if) The chlortetracycline, tetracycline
hydrochloride, or tetracycline used in
making the batch; 10 packages; each
containing approximately equal portions
of not less than 60 milligrams, packaged
in accordance with the requirements of
§ 146c.201 (b)

(iii) In case of an initial request for
certification, each other mgredient used
in making the batch; one package of
each containing approximately 5 grams.

(4) No result referred to in subpara-
graph (2) (i) of this paragraph, and no
sample referred to in subparagraph (3)
(i) of this paragraph, Is required if such
result or sample has been previously sub-
mitted.

(e) Fees. The fee for the services
rendered with respect to each batch un-
der the regulations in this part shall be:

(1) $4.00 for each immediate con-
tamer in the samples submitted in ac-
cordance with paragraph (d) (3) (i),
(if) and (iii) of this section.

(2) If the Commissioner considers
that investigations, other than examina-
tion of such immediate containers, are
necessary to determine whether or not
such batch complies with the require-
ments of § 146.3 of this chapter for the
issuance of a certificate, the cost of such
investigations.
The fee prescribed by subparagraph (1)
of this paragraph shall accompany the
request for certification unless such, fee
is covered by an advance deposit main-
tained in accordance with § 146.8 (d)
of this chapter.

f) Exemption of chlortetracycline
powder for veterinary use, tetracycline
hydrochloride powder for veterinary use,
ana tetracycline powder for veterinary
use from certification. Chlortetracy-
cline powder, tetracycline'hydrochloride
powder, and tetracycline powder that
conform to the requirements of para-
graphs (a) (except that if they contain,
one or more added vitamm substances
such substances are essential for nutri-
tive purposes, and except that they may
contain one or more added mmeral sub-
stances essential for nutritive purposes)
(b) and (c) of this section shall be ex-
empt from the requirements of sections
502 (1) and 507 of the act, if they com-
ply with all-the following conditions:

(1) They are intended solely for vet-
erinary use and are conspicuously so
labeled.

(2) If they contain added vitamins or
minerals, the labels bear the name and
quantity of each such substance and a
statement that such substances are pres-
ent only for furnishing additional vita-
nns and minerals while animals are
eating less feed.

(3) The labels bear an expiration date
that is not more than 48 months, or 24
months if it contains a vitamin sub-
stance or it is tetracycline hydrochloride
powder or tetracycline powder, after the
month during which the batch was last
assayed and released by the manufac-
turer.

(4) The labels bear a statement that
solutions prepared with the drugs are
stable for not more than 24 hours.

(5) The circular or other labeling
within or attached to the package bears
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information that only the antibiotics are
intended for the prevention or treatment
of the following conditions, and further,
bears directions and warnings adequate
for such use:

(i) Pinkeye and superficial cuts and
abrasions.

(if) Bacterial enteritis in swine.
(iii) Bacterial pneumonia in swine.
(iv) Chronic respiratory disease (air-

sac infection) hexamitiasis, blue comb
(mud fever, nonspecific in f e c tio us
enteritis) in poultry.

v) Infectious smusitis in poultry.

§ 146c.206 Chlortetracycline ophthal-
mzc (chlortetracycline hydrochlorida
ophthalmic) tetracycline hydrochloride
ophthalmic-(a) Standards of identity,
strength, quality, and purity. Chlor-
tetracycline ophthalmic and tetracycline
hydrochloride ophthalmic is crystalline
chlortetracycline or crystalline tetra-
cycline .hydrochlonde, with or without
one or more suitable and harmless pre-
servatives, buffer substances, and dilu-
ents. It is sterile. Its moisture content
is not more than 5 percent. The chlor-
tetracycline or tetracycline hydrochlor-
ide is of such quantity that when
dissolved as directed the pdtency of such
solution is not less than 1,000 micrograms
per milliliter and maintains its labeled
potency after it has been kept for 2- days
at a temperature of 150 C. (590 F.) Such
solution has a pH of 8.2, ± 0.2. The
chlortetracycline used conforms to the
requirements of § 146c.201 (a) except
subparagraphs (2) (4) and (5) and the
tetracycline hydrochloride used conforms
to the requirements of § 146c.218 (a) ex-
cept subparagraphs (2) (4) and (5)
Each other buffer and diluent used, if
its name is recognized in the U. S. P
or N. F., conforms to the standards pre-
scribed therefor by such official
compendium.

(b) Packaging. The-immediate con-
tamer shall, be a tight container as de-
fined by the U. S. P., its closure shall be
one through which a, hypodermic needle
cannot be introduced; and the container
shall be of such composition as will not
cause any change in the strength, qual-
ity, or purity of the contents beyond any
limit therefor-m applicable standards,
except that minor changes so caused
which are normal and unavoidable in
good packaging, storage, and distribution
practice shall be disregarded. Each such
container shall contain not less than 5
milligrams, and each may be packaged
in combination with a container of the
solvent, sterile distilled water U. S. P.

(c) Labeling. Each package shall
bear on its label or labeling as herein-
after indicated, the following:

(1) On the outside wrapper or con-
tainer and the immediate container-

(i) The batch mark;
(i) The number of milligrams in the

Immediate container;
(ii) The statement "Expiration date

--------," the blank being filled in with
the date winch is 12 months if it is
tetracycline hydrochloride opthalmc or
36 months if it is chIortetracycline oph-
thalmic after the month during which
the batch was certified: Provided, how-
ever That such expiration date may be
omitted from the imediate container if

such Immediate container Is packagcd
in an individual wrapper or container.

(iv) If it is packaged in combination
with a container of a solvent, the state-
ment "Warning-Not for Injection;"

v) If it contains preservatives, the
name and quantity of each such sub-
stance.

(a) On the outside wrapper or con-
tamer-

(i) -The statement "Caution: VFedoral
law prohibits dispensing without pre-
scription," unless It Is packaged for dis-
pensing and it is intended solely for
veterinary use and is conspicuously so
labeled.

(i) If it Is packaged for dispensing
and It is intended for use by man, a ref-
erence specifically identifying a readily
available medical publication containing
information (including contraindicatlons
and possible sensitization) adequate for
the use of such drug by practitioners
licensed by law to administer it; or a ref-
erence to a brochure or other printed
matter containing such information, and
a statement that such brochure or other
printed matter will be sent on request:
Provided, however, That this reference
maybe omitted if the Information is con-
tained in a circular or other labeling
within or attached to the package.

3) On the circular or other labeling
within or attached to the package, If It
Is packaged for dispensing and it Is in-
tended solely for veterinary use and is
conspicuously so labeled, adequate direc-
tions and warnings for the veterinary use
of such drug by the laity.
(d) Request for certification; samples.

(1) In addition to complying with the
requirements of § 146.2 of this chapter
a person who requests certification of a
batch shall submit with his request a
statement showing the batch mark, the
number of packages of each size in such
batch, the batch mark and (unless pre-
viously submitted) the date on which the
latest assay of the chlortetracycline or
tetracycline hydrochloride used in mak-
ing such batch was completed, the num-
ber of milligrams in each Iminediate
container, the quantity of each buffer
and diluent used in making the batch,
the date on which the latest assay of
the drug comprising such batch was
completed, and a statement that each
buffer and diluent used In making the
batch conform to the requirements pro-
scribed therefor, if any, by this section.
If such batch or any part thereof Is
to be packaged with a solvent, such re-
quest shall also be accompanied by a
statement that such solvent conforms to
the requirements prescribed therefor by
this section.

(2) Except-as otherwise provided in
subparagraph (4) of this paragraph,
such person shall submit in connection
with his request results of the tests and
assays listed after each of the following,
made by him on an accurately represen-
tative sample of:

(i) The batch; potency, sterility,
moisture, and pH of the solution pre-
pared as directed In its labeling.

(Ii) The chlortetracycline or tetra-
cycline hydrochloride used In making the
batch, potency, toxiclty moisture, pH,
crystallinity and extinction coefficient,
if It is tetracycline hydrochloride.



Tuesday, December 20, 1955

(3) Except as otherwise provided by
subparagraph (4) of this paragraph.
such person shall submit in connection
with his request, in the quantities here-
inafter indicated, accurately representa-
tive samples of the following:

(i) The batch:
(a) For all tests except sterility* one

immediate container for each 5,000 im-
mediate containers in the batch, but in
no case less than 5 immediate contain-
ers or more than 12 immediate con-
tainers.

(b) For sterility testing; 10 immediate
containers.
Such samples shall be collected by tak-
ing single immediate containers at such
intervals throughout the entire time of
packaging the batch that the quantities
packaged during the intervals are ap-
proximately equal.

(ii) The chlortetracycline or tetracy-
cline hydrochloride used in making the
batch; ten packages, each containing
approximately equal portions of not less
than 60 milligrams packaged in accord-
ance with the requirements of § 146c.201
(b)

(iii) In case of an Initial request for
certification, each buffer and diluent
used in making the batch; one package
of each containing approximately 5
grams.

(4) No result referred to in subpara-
graph (2) (fi) of this paragraph, and
no sample referred to in subparagraph
(3) (ii) of this paragraph, is required
if such result or sample has been pre-
viously submitted.

(e) Fees. The fee for the services ren-
dered with respect to each batch under
the regulations in this part shall be:

(1) $4.00 for each immediate container
in the samples submitted in accordance
with paragraph (d) (3) (i) (a) (ii), and
(iii) of this section.

(2) If the Commissioner considers
that investigations, other than examina-
tion of such immediate containers, are
necessary to determine whether or not
such batch complies with the require-
ments of § 146.3 of this chapter for the
issuance of a certificate, the cost of such
investigations.
The fee prescribed by subparagraph (1)
of this paragraph shall accompany the
request for certification unless such fee
is covered by an advance deposit main-
tamed in accordance with § 146.8 (d)
of this chapter.

§ 146c.207 Chlortetracycine tablets
(chlortetracycline hydrochloride tab-

-ets) tetracycline tablets (tetracycline
hydrochloride tablets) Chlortetracy-
cline tablets aid tetracycline tablets are
tablets than conform to all requirements
and are subject to all procedures pre-
scribed by § 146c.204 for chlortetracy-
cline capsules and tetracycline capsules,
except that the average moisture content
of the tablets is not more than 3.0
percent and its expiration date is not
more than 48 months.

§ 146c.208 Chlortetracycline 0 t z c
(chlortetracycline hydrochloride otic,
chlortetracycline hydrochloride for ear
solution) tetracycline hydrochloride otic
(tetracycline hydrochlorzde for ear solu-
tion)-(a) Standards of identity,
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strength, quality, and purity. Chlor-
tetracycline otic, tetracycline otte is a
packaged combination of one Immediate
containpr of crystalline chlortetracycline
or crystalline tetracycline hydrochloride
and one immediate container of a suit-
able and harmless solution. The chlor-
tetracycline or tetracycline hydrochlor-
ide is of such quantity that when
dissolved as directed the potency of such
solution is not less than 5 milligrams per
milliliter after It has been kept for 7 days
at a temparture of 150 C. (590 F.) The
chlortetracycline used conforms to the
requirements of § 146c.201 (a) except
§ 146c.201 (a) (2), (4), and (5) The
tetracycline hydrochloride used con-
forms to the requirements of § 4c.21
(a) except § 146c.218 (a) (2), (4) and
(5) Each substance used in the prepa-
ration of the solution contained in the
packaged combination, if Its name is rec-
ognized in the U. S. P. or N. F., conforms
to the standards prescribed therefor by
such official compendium.

(b) Packaging. Each immediate con-
tainer shall be a tight container as de-
fined by the U. S. P. and shall be of such
composition as will not cause any change
in the strength, quality, or purity of the
contents beyond any limit therefor in
applicable standards, except that minor
changes so caused which are normal and
unavoidable in good packaging, storage,
and distribution practice shall be dis-
regarded.

(c) Labeling. Eachpackagesballbear
on its label or labeling as hereinafter
indicated the following:

(1) On the outside wrapper or con-
tainer and on the immediate container
of the chlortetracycline or tetracycline
hydrochlorlde:

(I) The batch mark:
(0I) The number of milligrams in the

Immediate container;
(iii) The statement '"Expiration date

-, the blank being filled in with
the date which is 24 months after the
month during which the batch was cer-
tiffed: Provided, however, That such
expiration date may be omitted from the
immediate container if such.container
is packaged in an individual wrapper or
container;

(iv) The statement 'Warning-Not
for injection."

(2) On the outside wrapper or con-
tainer and on the immediate container
of the solution in the packaged combi-
nation:

(i) A statement giving the method of
dissolving the chlortetracycline or tetra-
cycline hydrochloride In the solution;

(II) The potency per mllliter after
the chlortetracycline or tetracycline
hydrochloride has been dissolved there-
in; and

(ill) The conditions under which the
solution should be stored, including a
reference to its Instability when stored
under other conditions, and the state-
ment "The solution may be kept In a
refrigerator for 1 week without slgnifl-
cant loss of potency."

(3) On the outside wrapper or con-
tainer:

(i) The statement "Caution: Federal
law prohibits dispensing without pre-
scription," unless It is packaged for dL-
pensing and it is intended colely for

veterinary use and is conspicuously so
labeled.

(UI) If it is packaged for dispensin-
and it is intended for use by man, a ref-
erence specifically Identifying a readily
available medical publication containing
information (including contramdica-
tions and possible sensitization) ade-
quate for the use of such drug by prac-
titioners licensed by law to administer it;
or a reference to a brochure or other
printed matter containing such informa-
tion, and a statement that such brochure
or other printed matter will be sent on
request: Provided, however, That this
reference may be omitted if the informa-
tion is contained in a circular or other
labeling within or attached to the
package.

(4) On the circular or other labeling
within or attached to the package, if it is
packaged for dispensing and it is in-
tended solely for veterinary use and is
conspicuously so labeled, adequate direc-
tons and rarnings for the veterinary use
of such drug by the laity.

d) Request for certflcation,; samples.
(1) In addition to complying with the
requirements of § 146.2 of tins chapter,
" person who requests certification of
a batch shall submit with his request
a statement showing the batch mark,
the number of packages of each size
in such batch, the number of milli-
grams in each immediate container
thereof, the date on which the latest
assay of the batch was completed, the
batch mark, and (unless it was previously
submitted) the date on which the latest
assay of the chlortetracycline or tetra-
cycline hydrochloride used in mang
such batch was completed, the quan-
tity of each Ingredient used in mak-
ing the solution included in the packaged
combination, and a statement that such
solution conforms to the requirements
prescribed therefor by this section.

(2) Except as otherwise provided in
subparagraph (4) of this paragraph, such
person shall submit in connection with
his request results of the tests and as-
says listed after each of the following,
made by him on an accurately repre-
sentative sample of:

(1) The batch; potency and moisture.
(HI) The solution after the chIortetra-

cycline or tetracycline hydrochloride has
been disolved therein; potency.

(il) The chlortetracycline or tetra-
cycline hydrochloride used in ma ing the
batch; potency, toxicity, moisture, pH,
crystallinity, and eatinction coefficient;
If it is tetracycline hydrochloride.

(3) Except as otherwise provided in
subparagraph (4) of this paragraph. such
person shall submit in connection with
his request, in the quantities hereinafter
indicated, accurately representative sam-
pies of the following:

(i) The batch; one package for each
5,000 packages In the batch, but in no
case le-3 than 5 packages or more than
12 packages, collected by taki-ng a single
package at such intervals throughout the
entire time of packaging the batch that
the quantities packaged during the inter-
vals are approximately equal.

() The chlortetracycline or tetra-
cycline hydrochloride used in making the
batch; 10 packages, each containin ap-
proximately equal portions of not less
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than 60 milligrams, packaged in accord-
ance with the requirements of § 146c.201
(b)

(ill) In case of an initial request for
certification, or when any change is made
in composition of such solution; 5 pack-
ages of the solution included in the
combination.

(4) No result referred to in subpara-
graph (2) (ii) of this paragraph, and no
sample referred to in subparagraph (3)
(1) of this paragraph, is required if such

- result or sample has been previously
submitted.

(e) Fees. The fee for the services ren-
dered with respect to each batch under
the regulations in this part shall be:

(1) $4.00 for each immediate con-
tainer in the samples submitted m ac-
cordance with piaragraph (d) (3) (1),
(i) and (III) of this section.

(2) If the Commissioner considers
that investigations, other than examina-
tion of such packages; are necessary to
determine whether or not such batch
complies with the requirements of § 146.3
of this chapter for the issuance of a
certificate, the cost of such investigation.
The fee prescribed by subparagraph (1)
of this paragraph shall accompany the
request for certification unless such fee
Is covered by an advance depogit main-
tained in accordancemwith § 146.8 (d) of
this chapter.

§ 146c.209 Chlortetracycline d e n t a I
cones (chlortetracycline hydrochloride
dental cones) Chlortetracycline dental
cones conform to all requirements pre-
scribed by- § 146c.203 for chlortetracy-
cline troches, and are subject to all pro-
cedures prescribed by § 146c.203 for
chlortetracycline troches, except that
they may contain a suitable local an-
esthetic.

§ 146c.210 Chlortetracycline dental
paste (chlortetracycline hydrochloride
dentalpaste) Chlortetracycline dental
paste conforms to all requirements pre-
scrilied by § 146c.202 for chlortetracy-
cline ointment, and is subject to all pro-
cedures prescribed by § 146c.202 for
chlortetracycline ointment, except that:

(a) Its potency is not less than 30 mil-
ligrams per gram.

(b) Its moisture content is not more
than 3 percent.

(c) It contains one or more suitable
and harmless binders, and it may contain
one or more suitable and harmless color-
ings and flavorings.

d) It is packaged in immediate con-
tainers of glass which meet the tests for
tight containers as defined by the U. S. P.

§ 146c.211 Chlortetracycline surgical
powder (chlortetracycline hydrochloride
surgical powder) tetracycline hydro-
chloride surgical powder-(a) Standards
o1 identity, strength, quality, and purity.
Chlortetracycline surgical powder and
tetracycline hydrochloride s u r g i c a 1
powder are crystalline chlortetracycline
or crystalline tetracycline hydrochloride,
with or without suitable and harmless
diluents, preservatives, and lubricants.
The content of chlortetracycline or
tetracycline hydrochloride is not less
than 50 milligrams per gram of powder.
It is sterile. Its moisture content is not
more than 2 percent. The chiortetra-

cycline used conforms to the require-
ments of § 146c.201 (a) except § 146c.201
(a) (4) and (5) The tetracycline
hydrochloride used conforms to the re-
quirements of § 146c.218 ka), except
§ 146c.218 (a) (4) and.(5) Each other
substance used, if its name is recognized
in the U. S. P or N. F., conforms to the
standards prescribed therefor by such
official compendium.

(b) Packaging. In all cases the Im-
mediate containers shall be tight con-
tamers as defined by the U. S. P., shall
be sterile at the time of filling and clos-
ing, shall be so sealed that the contents
cannot be used without destroying the
seal, and shall be of such composition as
will not cause any change in the
strength, quality, or purity thereof be-
yond any limit therefor in applicable
standards, except that minor changes so
caused which are normal and unavoid-
able in good packaging, storage, and
distribution practice shall be dis-
regarded.

(c) Labeling. Each package of surgi-
cal powder shall bear, on its label or
labeling as hereinafter indicated, the
following:

(1) On the outside wrapper or con-
tamer and the immediate container:

(I) The batch mark;
(ii) The number of milligrams of

chlortetracycline or tetracycline hydro-
chloride per gram of powder in the im-
mediate container;

(ii). The statement "Expiration date
," the blank being filled in

with the date which is 24 months after
the month during which the batch was
certified: Provided, however That such
expiration date may be omitted from the
immediate container if such immediate
container is packaged in an individual
wrapper or container;

(v) If it contains a preservative, the
name and quantity of each such
ingredient.

(2) On the outside wrapper or con-
tainer:

(i) The statement "Caution: Federal
law prohibits dispensing without pre-
scription," unless it is packaged for dis-
pensing and it is intended solely for
veterinary use and is conspicuously so
labeled.

(ii) If it is packaged for dispensing
and it is intended for use by man, a ref-
erence specifically identifying a readily
available medical publication cntaining
information (including contramdica-
tions and possible sensitization) ade-
quate for the use of such drug by
practitioners licensed by law to admin-
ister it; or a reference to a brochure or
other printed matter containing such in-
formation, and a statement that such
brochure or other printed matter will be
sent on request: Provided, however, That
this reference may be omitted if the in-
formation is contained in a circular or
other labeling within or attached to the
package.

(3) On the circular or other labeling
within or attached to the package, if it
is packaged for dispensing and it is in-
tended solely for veterinary use and is
conspicuously, so labeled, adequate di-
rections and warnings for the veter-
inary use of such drug by the laity.
Such circular or other labeling may also

bear a statement that a brochure or
other printed matter containing Infor-
mation for other veterinary uses of such
drug by a veterinarian licensed by law
to administer It will be sent to such
veterinarian on request.

d) Request for certiflcation, sam-
ples. (1) In addition to complying with
the requirements of § 146.2 of this
chapter, a person who requests .ccrti-
fication of a batch shall submit with
his request a statement showing the
batch mark, the number of packages of
each size in such batch, the batch mark
and (unless it was previously submitted)
the date on which the latest assay of the
chlortetracycline or tetracycline hydro-
chloride used In making such batch was
completed, the number of milligrams of
chlortetracycline or tetracycline hydro-
chloride in each Immediate container,
the date on which the latest assay of the
drug comprising such batch was com-
pleted, the quantity of each Ingredient
used in making the batch and a state-
ment that each such ingredient con-
forms to the requirements prescribed
therefor by this section.

(2) Except as otherwise provided in
subparagraph (4) of this paragraph,
such person shall submit in connection
with his request results of the tests and
assays listed after each of the following,

-made by him on ail accurately repre-
sentative sample of:

(i) The batch; potency, sterility,
moisture.

(if) The chlortetracycline or tetra-
cycline hydrochloride used in making the
batch; potency, sterility, toxicity, mois-
ture, pH, crystallinity, and extinction co-
efficient if It-is tetracycline hydrochlo-
ride.

(3) Except as otherwise provided by
subparagraph (4) of this paragraph,
such person shall submit In connection
with his request, in the quantities here-
inafter indicated, accurately repreaenta-
tive samples of the following:

(i) The batch; one Immediate con-
tainer for each 5,000 immediate con-
tainers in the batch, but in no case less
than 5 immediate containers or more
than 12 immediate containers, collected
by taking single immediate containers
at such intervals'throughout the entire
time of packaging the batch that the
quantities packaged during the intervals
are approximately equal.
(it) The chlortetracycline or tetra-

cycline hydrochloride used in making the
batch; ten packages, each containing
approximately equal portions of not less
than 60 milligrams, packaged in accord-
ance with the requirements of § 146c..
201 (b)

(it!) In case of an Initial request for
certification, each other substance used
in making the batch; one package of
each containing approximately 5 grams,

(4) No result referred to in subpara-
graph (2) (II) of thiA paragraph, and
no sample referred to in subparagraph
(3) (ii) of this paragraph, is required If
such result or sample has been previ.
ously submitted.

(e) Fees. The fee for the services
rendered with respect to each batch
under the regulations in this part shall
be:
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(1) $4.00 for each immediate con-
tamer in the samples submitted in ac-
cordance with paragraph (d) (3) (1).
(ii) and (ii) of this section.

(2) If the Com isoner considers
that investigations other than examina-
tion of such immediate containers are
necessary to determine whether or not
such batch complies with the require-
ments of § 146.3 of this chapter for the
issuance of a certificate, the cost of such
investigations.
The fee prescribed by subparagraph
(1) of this paragraph shall accompany
the request for certification unless such
fee is covered by an advance deposit
maintained in accordance with § 146.8
(d) of this chapter.

§.146c.212 Chlortetracycline suppos-
tores (chlortetracycline hydrochloride
suppositorzes) tetracycline hydrochlo-
ride suppositorzes--(a) Standards ot
zdentity, strength, quality, and purity.
Chlortetracycline suppositories and tet-
racycline hydrochloride suppositories
are suppositories compbsed of crystal-
line chlortetracycline or tetracycline
hydrochloride in a suitable and harm-
less base, with or without one or more
suitable and harmless preservatives.
The potency of each suppository is not
less than 100 milligrams, except if
it is intended for rectal use its potency
is not less than 50 milligrams. Its
moisture content is not more than I per-
cent. The chlortetracycline used con-
forms to the requirements of § 146c.201
(a) except § 146c.201 (a) (1) (2) (4)
and (5) but its potency is not less than
750 micrograms per milligram. The
tetracycline hydrochloride used con-
forms to the requirements of § 146c.218
(a) except § 146c.218 (a) (2) (4) and
(5) Each other substance used, if its
name is recognized in the U. S. P. or
N. F., conforms to the standards pre-
scribed therefor by such official com-
pendium.

b) rlackagzng. In all cases the im-
mediate container shall be a tight con-
tamer as defined by. the U. S. P., and
shall be of such composition as will not
cause any change in the strength,
quality, or purity of the contents be-
yond any limit therefor in applicable
standards, except that minor changes so
caused which are normal and unavoid-
able in good packaging, storage, and dis-
tribution practice shall be disregarded.

(c) Labeling. Each package shall
bear on its label or labeling, as herein-
after indicated, the following:

(1) On the outside wrapper or con-
tamer and the imediate container:

(i) The batch mark.
(ii) The number of milligrams of

chlortetracycline or tetracycline hydro-
chloride in each suppository of the batch.

(iII) If it contains a preservative, the
name and quantity of each such ingre-
dient.

(iv) The statement "Expiration date
---------- the blank being filled in with

the date which is 24 months after the
month during which the batch was cer-
tified: Provided, however That such ex-
piration date may be omitted from the
immediate container if such immediate
container is packaged in an individual
wrapper or container.
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(2) On the outside wrapper or con-
tainer:
(i) The statement "Caution: Federal

law prohibits dispensing without pre-
scription," unless It is packaged for dis-
pensing and it is intended solely for
veterinary use and Is conspicuously so
labeled.

(ii) If It is packaged for dispensing
and it is intended for use by man, a ref-
erence specifically Identifying a readily
available medical publication containing
information (including contraindica-
tions and possible sensitization) ade-
quate for the use of such drug by prac-
titioners licensed by law to administer
it; or a reference to a brochure or other
printed matter containing such Infor-
mation, and a statement that such bro-
chure or other printed matter will be
sent on request: Provided, however, That
this reference may be omitted if the in-
formation is contained in a circular or
other labeling within or attached to the
package.

(3) On the circular or other labeling
within or attached to the package, if it
is packaged for dispensing and It is In-
tended solely for veterinary use and 13
conspicuously so labeled, adequate direc-
tions and warnings for the veterinary
use of such drug by the laity. Such cir-
cular or other labeling may also bzar
a statement that a brochure or other
printed matter containing information
for other veterinary uses of such drug by
a veterinarian licensed by law to admin-
ister it will Je sent to such veterinarian
on request.
(d) Request for certification; sam-

pies. (1) In addition to complying with
the requirements of § 146.2 of this chap-
ter, a person who requests certifica-
tion of a batch shall submit with his re-
quest a statement showing the batch
mark, the number of packages of
each size in such batch, the batch
mark and (unless It was previously sub-
mitted) the date on which the latest
assay of the chlortetracycline or tetra-
cycline hydrochloride used in making
such batch was completed, the number
of milligrams of chlortetracycline or
tetracycline hydrochloride in each sup-
pository, the date on which the latest
assay of the drug comprising such batch
was completed, the quantity of each in-
gredient used in making the batch, and a
statement that each such ingredient con-
forms to the requirements prescribed
therefor by this section.

(2) Except as otherwise provided by
subparagraph (4) of this paragraph,
such person shall submit in connection
with his request results of tests and
assays listed after each of the following,
made by him on an accurately repre-
sentative sample of:
(i) The batch; average potency per

suppository and moisture.
(ii) The chlortetracycline or tetracy-

cline hydrochloride used In making the
batch; potency, toxicity, moisture, pH,
crystallinity, and extinction coelliclent
if it is tetracycline hydrochloride.

(3) Except as otherwise provided by
subparagraph (4) of this paragraph,
such person shall submit in connection
with his request, in the quantities here-
inafter indicated, accurately reprezen-
tative samples of the following:

(1) The batch; one suppository for
each 5,000 suppositories in the batch, but
In no case lezs than 20 or more than 100
suppositories, collected by taking single
suppositories at such intervals through-
out the entire time the suppositories are
being made that the quantities made
during the intervals are approximately
equal.

(I) The chlortetracycline or tetracy-
cline hydrochloride used in makm the
batch; 10 packages, each containing ap-
proximately equal portions of not less
than 60 milligrams, packaged In accord-
ance with § 14Cc.201 (b)

(Ill) In case of an initial request for
certification, each other ingredient used
In making the batch; one package of
each containing approximately 5 grams.

(4) No result referred to in subpara-
graph (2) (1i) of this paragraph, and no

nample referred to In subparagraph (3)
(11) of this paragraph, is required if such
result or sample has been previously
submitted.

(e) Fees. The fee for the services
rendered with respect to each batch
under the regulations in this part shall
be:

(1) $1.00 for each suppository in the
samples submitted in accordance with
paragraph Cd) (3) (1) of this section;
$4.00 for each package in the samples
submitted in accordance with paragraph
(d) (3) (0I) and (iI) of this section.

(2) If the Commissioner considers
that investigations other than examina-
tion of such packages are necessary to
determine whether or not such batch
complies with the requirements of
§ 146.3 of this chapter for the issuance
of a certificate the cost of such Investi-
gations.
The fee prescribed by subparagraph
(1) of this paragraph shall accompany
the request for certification unless such
fee Is covered by an advance deposit
maintained in accordance with § 146.8
(d) of this chapter.

§ 14Gc213 Chlortetracycline g a u z e
ac27ing (chlortetracycline hydrochloride

gauze Vaclkfng)-() Standards of iden-
tity, strength, quality, and purity.
Chlortetracycline gauze packing is ab-
sorbent gauze that is impregnated with
crystalline chortetracycline. Its content
of chlortetracycline is not less than 4
milligrams per gram and not less than
1.0 milligram per linear foot of gauze. It
is sterile. Its moisture content is not
more than 5 percent. The chlortetracy-
cline used conforms to the standards
prescribed therefor by § 146c.201 (a)
except subparagraphs (2), (4) and (5)
of that pamgraph. The absorbent gauza
used conforms to the standards pre-
cribed therefor by the U. S. P.

(b) Pac aing. In all cases the im-
mediate container shall be a tight con-
tainer as defined by the U. S. P., shall be
so sealed that the contents cannot be
used without desroying the seal, and
shall be of such composition as will not
cause any change in the strength, qual-
ity, or purity of the contents beyond any
limit therefor in applicable standards,
except that minor changes so caused
which are normal and unavoidable in
good pacaging, storage, and distribution
practice shall be disregarded.
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(c) Labeling. Each package shall
bear on its label or labeling, as herein-
after Indicated, the following:

(1) On the outside wrapper or con-
tainer and the immediate container:

(I) The batch mark.
(i) The number of milligrams of

chlortetracycline per gram and per lin-
ear foot of gauze.

(Ii) The length, width, and type of
gauze contained in the package.

(iv) The statement "Expiration date
-," the blank being filled in

with the date which is 36 months after
the month during which the batch was
certified: Provided, however That such
expiration date may be omitted from the
immediate container if such immediate
container Is packaged in an individual
wrapper or container.

(2) On the immediate container, the
statement "Sterility cannot be guar-
anteed if the package bears evidence of
damage or has been previously opened."

(3) On the outside wrapper or con-
tainer"

(I) The statement "Caution: Federal
law prohibits. dispensing without pre-
scription," unless it is packaged for dis-
pensing and it is fntended solely for
veterinary -re and is conspicuously so
labeled.

(ii) If it Is packaged for dispensing
and It is intended for use by man, a ref-
erence specifically identifying a readily
available medical publication containing
Information (including contraindications
and possible sensitization) adequate for
the use of such drug by practitioners
licensed by law to administer it; or a
reference to a brochure .or other printed
matter containing such information, and
a statement that sudh brochure or other
printed matter will be sent on request:
Provided, however That this reference
may be omitted if the information is
contained in a circular or other labeling
withinor attached to the package.

(4) On the circular or other labeling
within or attached to the package, if
it Is packaged for dispensing and it is
intended solely for veterinary use and is
conspicuously so labeled, adequate direc-
tions and warnings for the veterinary
use of such drug by the laity.

(d) Request for certification; sam-
ples. (1) In addition to complying with
the requirements of § 146.2 of this chap-
ter, a person who requests certification of
a batch of chlortetracycline gauze pack-
ing shall submit with his request a state-
ment showing the batch mark, the num-
ber of packages of each size in such batch,
the batch mark and (unless it was previ-
ously submitted) the date on which the
latest assay of the chlortetracycline used
in making such batch was completed, the
potency of each gram and of each linear
foot of the gauze packing, the date on
which the latest assay of the batch was
completed, and a statement that the ab-
sorbent gauze used in making the batch
conforms to the requirements prescribed
therefor by this section.

(2) Except- as otherwise provided in
subparagraph (4) of this paragraph,
such person shall submit in connection
with his request results of the tests and
assays listed after each of the following,
made by him on an accurately repre-
sentative sample of:
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'(1) .The batch; average potency per
gram and per linear foot of the gauze
packing, sterility, and average moisture.

(ii) The chlortetracycline used in
making the batch; potency, toxicity,
moisture, and pEL

(3) Except as otherwise provided by
subparagraph (4) of this paragraph,
such person shall submit In connection
with his request, in the quantities here-
inafter indicated, accurately represent-
ative samples of the following;

(I) The batch:
(a) For all tests except sterility, one

package for each 5,000 packages in the
batch, but in no case less than 5 pack-
ages or more than 12 packages.

(b) For sterility testing: 10 packages.
Such samples shall be collected by tak-
ing single packages at such intervals
throughout the entire time of packaging
the batch that the quantities packaged
during the intervals are approximately
equal.

(ii) The chlortetracycline used in
making the batch; five packages, each
containing approximately equal portions
of not less than 60 milligrams, packaged
in accordance with the requrements of
§ 146c.201 (b)

(iiI) In case of an initial request for
certification, one package consisting of
approximately 5 linear yards, or the
equivalent, of the absorbent gauze used.

(4) No result referred to in subpara-
graph (2) (ii) of this paragraph, and no
sample referred to in subparagraph (3)
(ii) of this paragraph, is required if such
result or sample has been previously
submitted.

(e) Fees. The fee for the services
rendered with respect to each batch un-
der the regulations in this part shall be:

(1) $4.00 for each package in the sam-
ples submitted in accordance with para-
graph (d) (3) (i) (a), (ii) and (i) of
this section.

(2) If the Commissioner considers
that Investigations other than examina-
tion of such chlortetracyclite gauze
packing and packages are necessary to
determine whether or not such batch
complies with the requirements of § 146.3
of this chapter for the issuance of a cer-
tificate, the cost of such investigations.
The fee prescribed by subparagraph (1)
of this paragraph shall accompany the
request for certification unless such fee
is covered by an advance deposit main-
tamed in accordance with § 146.8 (d)
of this chapter.

§ 146c.214 Chlortetraccline dressing
(ehlortetracycline hydrochloride dress-
ing)-(a) Sta'ndarcds of identity,
strength, quality, and purity. Chlor-
tetracycline dressing is absorbent gauze
impregnated with chlortetracycline oint-
ment. Each square inch of such dressing
shall contain not less than 2 milligrams
of chlortetracycline. It is sterile. Its
moisture content is not more than 5
percent. The chlortetracycline oint-
ment used conforms to the standards
prescribed for chlortetracycline oint-
ment by § 146c.202 (a) except that its
potency is not less than 20 milligrams
per gram. The absorbent gauze used
conforms to the standards prescribed
therefor by the U. S. P

(b) Packaging. In all cases the Im-
mediate container for each chlortetraf-
cycline dressing shall be a tight con-
tainer as defined by the U, S, P and shall
be of such composition as will not cause
any change In the strength, quality, or
purity of the contents beyond any limit
therefor in applicable standards, except
that minor changes so caused which are
normal and unavoidable In good pack-
aging, storage, and distributiop practice
shall be disregarded.

(c) Labeling. Each package shall
bear on Its label or labeling, as herein-
after indicated, the following:

(1) On the outside wrapper or con-
tainer and the immediate container,

(1) The batch mark.
(ii) The number of grams of chlor-

tetracycline ointment contained in each
dressing and the number of milligrama
of chlortetracycllne per gram of oint-
ment.

(i) The length, width, and type of
gauze contained In the dressing,

(iv) The statement "Expiration data
---------." the blank being filled In

with the date which Is 24 months after
the month during which the batch was
certified: Provided, however, That such
expiration date may be omitted from the
immediate container If such immediate
container is packaged in an individual
wrapper or" container,

(2) On the immediate container, the
statement "Sterility cannot be guaran-
teed if package bears evidence of damage
or has been previously opened."

(3 On the outside wrapper or con-
tainer:

(I) The statement "Caution: Federal
law prohibits dispensing without pre-
scription," unless It Is packaged for dis-
pensing and It is intended solely for vet-
erinary use and is conspicuously to
labeled,

(ii) If It is packaged for dispensing
and it is intended for use by man, a refer-
ence specifically Identifying a readily
available medical publication containing
information (including contraindica-
tions and possible sensitization) adequate
for the use of such drug by practitioners
licensed by law to administer It: or a
reference to a brochure or other printed
matter containing such Information, and
a statement that such brochure or other
printed matter Will be sent ond request:
Provided, however, That this reference
may'be omitted If the information is con.
tained in a circular or other labeling
within or attached to the package.

(4) On the circular or other labeling
within or attached to the package, If it is
packaged for dispensing and It is in-
tended solely for veterinary use and is
conspicuously so labeled, adequate direc-
tions and warnings for the veterinary use
of such drug by the laity.

(d) Request for certification, samples.
(1) In addition to complying with the
requirements of § 146.2 of this chap-
ter, a person who requests certifica-
tion of a batch of chlortetracycllne
dressings shall submit with his request
a statement showing the batch marl,
the number of packages of each size
in such batch, the batch mark and
(unless It was previously submitted)
the date on which the latest assay of the
chlortetracyclIne used In making such
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batch was completed, the number of
grams of chlortetracycline ointment con-
tamed in each dressing of the batch and
its potency per gram, the quantity of
each ingredient used n making the
batch, the date on which the latest assay
of the drug comprising such batch was
completed, and a statement that each
ingredient used in making the batch
conforms to the requirements prescribed
therefor by this section.

(2) Except as otherwise provided In
subparagraph (4) of this paragraph,
such person shall submit in connection
with his request results of tests- and
assays listed after each of the following,
made by him on an accurately repre-
sentative sample of:

(i) The batch; average potency of
chIortetracycline per dressing, sterility,
and average moisture.

(ii) The chlortetracycline used in
making the batch; potency, toxicity,
moisture, and pHL

(3) Except as otherwise provided by
subparagraph (4) of this paragraph,
such person shall submit in connection
with his request, in the quantities here-
inafter indicated, accurately representa-
tive samples of the following:

(i) The batch:
(a) For all tests except sterility- one

dressing for each 5,000 dressings in the
batch, but in no case less than 5 or more
than 12 dressings.

(b) For sterility testing; 10 dressings.
Such samples shall be collected by taking
single dressings at such intervals
throughout the entire time of packaging
the batch that the quantities packaged
during the intervals are approximately
equal.

(ii) The chlortetracycline used in
making the batch; five packages, each
containing approximately equal portions
of not less than 60 milligrams, packaged
in accordance with the requirements of
§ 146c.201 (b)

(iii) In case of an initial request for
certification, one package consisting of
approximately five linear yards, or the
equivalent, of the absorbent gauze used.

(4) No result referred to in subpara-
graph (2) (ii) of this paragraph, and no
sample referred to in subparagraph (3)
(ii) of this paragraph, is required if such
result or sample has been previously
submitted.

(e) Fees. The fee for the services
rendered with respect to each batch un-
der the regulations in this part shall be:

(1) $4.00 for each immediate con-
tamer in the samples submitted in ac-
cordance with paragraph (d) (3) Wi
(a) (ii) and (iii) of this section.

(2) If the Commissioner considers
that investigations other than examina-
tion of such dressings and packages are
necessary to determine whether or not
such batch complies with the require-
ments of § 146.3 of this chapter for the
issuance of a certificate, the cost of such
investigations.
The fee prescribed by subparagraph (M)
of this paragraph shall accompany the
request for certification unless such fee
is covered by an advance deposit main-
tamed in accordance with § 146.a d)
of this chapter.
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§ 146c.215 Chlortetrajclne rieth rat-
oconstrzctor (chlortetracYltne hydro-
chloride with vasoconstrIctor), chlor-
tetracycline with (chlortctra-
cycline hydrochloride with- ------ ) (the
blank being filled in with the common
or usual name of the rasocontrictor)-
(a) Standards of identity, strength,
quality, and ipurity. Chlortetracycline
with vasoconstrictor is a dry mixture of
crystalline chIortetracycline and a sult-
able vasoconstrictor, with or without
suitable and harmless diluents, preserv-
tives, colorings, and flavorings, or it is
a packaged combination of one Immedi-
ate container of crystalline chlortetra-
cycline with or without suitable and
harmless diluents, preservatives, color-
ings, and flavorings and one Immediate
container of a solution of a suitable vas-
oconstrictor. The chlortetracycline is
of such quantity that when dissolved as
directed the potency of such solution Is
not less than 1 milligram per milliliter
and maintains Its labeled potency after
it has been kept for 4 days In a refrig-
erator. Such solution has a pH of not
less than 2.75 and not more than 3.3.
The moisture content of the dry mixture
is not more than 5.0 percent. The
chlortetracycline used conforms to the
requirements of § 146c.201 (a) except
subparagraphs (2) (4), and (5) of that
paragraph. Each other substance used,
if its name is recognized in the U. S. P.
or N. F., conforms to the standards pre-
scribed therefor by such oMcial com-
pendium.

(b) Packaging. Each immediate con-
tamer shall be a tight container as de-
fined by the U. S. P., and shall be of
such composition as will not cause any
change in the strength, quality, or purity
of the contents beyond any limit there-
for in applicable standards, except that
minor changes so caused which are nor-
mal and unavoidable in good packaging,
storage, and distribution practice sbhll
be disregarded.

(c) Labeling. Each package shall
bear on its label or labeling, as herein-
after indicated, the following:

(1) On the outside wrapper or con-
tamer and on the immediate container
of the chlortetmcyclne:

(I) The batch mark.
(U1) The number of milli rams of

chlortetracycline In such container.
(ii) The statement EpiMration date

--------- "the blank being filled in with
the date which Is 36 months after the
month during which the batch was certi-
fied: Provided, howeer, That such ex-
piration date may be omitted from the
immediate container if such immediate
container is packaged in an individual
wrapper or container.

(2) On the outside wrapper or con-
tainer and on the Immediate container
of the solution in the packaged combina-
tion, a statement giving the method of
dissolving the chlortetracycline.

(3) On the outside wrapper or con-
tainer and on the immediate container
in which the flinised drug is prepared
for use:

(I) The potency per milliliter after tho
chlortetracycline has been dissolved
therein.

(i) The statement "Warning-lot for
injection."
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(Ill) The conditions under which the
solution should be stored, including a
reference to its Instability when stored
under other conditions, and the state-
ment: "The solution may be kept in a
erlgerator for 4 days without signifl-

cant loss of potency."
(4) On the outsIde wrapper or con-

tainer:
(i) The statement "Caution: Federal

law prohibits dispensing without pre-
scription," unless it is packaged for dis-
pensIng and It Is intended solely for vet-
erinary use and is conspicuously sD
labeled.

(it) If It is packmged for dispensing
and it Is intended for use by man, a ref-
erence specifically Identifying a readily
available medical publication containing
information (including contraindications
and possible sensitization) adequate for
the use of such drug by practitioners li-
censed by law to administer it; or a ref-
erence to a brochure or other printed
matter containing such information, and
a statement that such brochure or other
printed matter will be sent on request:
Prodded, howevcr , That this reference
may be omitted if the Information s con-
tained in a circular or other labeling
within or attached to the package.

(5) On a circular or other labeling
within or attached to the pachage, if it
is packaged for dispensing and it is in-
tended solely for veterinary use and is
conspicuously so labeled, adequate direc-
tions and warnings for the veterinary
use of such drug by the laity. Such
circular or other labeling may also bear
a statement that a brochure or other
printed matter containin- information
for other veterinary uses of such drug by
a veterinarian licened by law to admin-
ister It will be sent to such veterinarian
on request.

d) Reauest for certification; samples.
(1) In addition to complying with the
requirement- of § 146.2 of this chap-
ter, a person who requests certi-
fication of a batch of chlortetracycline
with vasoconstrictor shell submit with
his request a statement showing the
batch mar:, the number of packages
of each size in such batch, the
number of milligrams of chlortetra-
cycline in such Immediate container, and
(unlecs It was previously submitted) the
date on which the latest assay of the
chlortetracycline used In making such
batch was completed, the quantity of
each inxedient used in making the
batch, the quantity of each ingredient,
used in iakng the solution included in
the packaged combination, and a state-
ment that such solution conforms to the
requirements prescribed therefor by this
cection.

(2) Except as otherwise provided in
subparagraph (4) of this paragraph.
such person shall submit in connection
with his request results of the tests and
assays listed after each of the following,
made by him on an accurately repre-
sntatlve sample of:

(I) The batch; potency and average
moisture.

(Ii) The chlortetracycline used In
making the batch; potency, toxicity,
moisture, pH, and crystallinity.

(3) Except as otherwise provided in
subpararaph (4) of this paragraph.
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such person shall submit in connection
with his request, in the quantities here-
inafter indicated, accurately representa-
tive samples of the following:

(I) The batch; one immediate con-
tainer for each 5,000 immediate contain-
ers in the-batch, but in no case less than
5 immediate containers or more than
12 immediate containers, collected by
taking single immediate containers at
such intervals throughout the entire
time of packaging the batch that the
quantities packaged during the intervals
are approximately equal.

(i) The chlortetracycline used In
making the batch; 10 packages, each
containing approximately equal portions
of not less than 60 milligrams, packaged
in accordance with the requirements of
§ 146c.201 (b) 0

(ili) In case of an initial request for
certification, each other substance used
in making the batch; one package of
each containing approximately 5 grams.

(iv) In case of an initial request for
certification of the packaged combina-
tion of chlortetracycline with vasocon-
strictor, or when any change is made in
the composition of such solution; five
p'ackages of the solution included in the
combination.

(4) No result referred to in subpara-
graph (2) (ii) of this paragraph, and no
sample referred to in subparagraph (3)
(ii) of this paragraph, is required if such
result or sample has been previously
submitted.

(e) Fees. The fee for the services
rendered with respect to each batch un-
der the regulations in this part shall be:

(1) $4.00 for each immediate con-
tainer or package in the samples sub-
mitted In accordance with paragraph (d)
(3) (1) (i) (iII) and (iv) of this sec-
tion.

(2) If the Commissioner considers
that investigations, other than examina-
tion of such Immediate contaihers, are
necessary to determine whether or not
such batch complies with the require-
ments of § 146.3 of tins chapter for the
issuance of a certificate, the cost of such
investigations.
The fee prescribed by subparagraph (1)
of this paragraph shall accompany the
request for certification unless such fee
Is covered by an advance deposit main-
tained in accordance with § 146.8 (d) of
this chapter.

§ 1460.217 Chlortetraecycline calcium
oral drops; chlortetracycline calcium
syrup; tetracycline syrup-(a) Stand-
ards o! identity, strength, quality, and
purity. Chlortetracycline calcium oral
drops, chlortetetracycline calcium syrup,
and tetracycline syrup are chlortetra-
cycline calcium prepared from crystal-
line chlortetracycline hydrochloride or
crystalline tetracycline, with or without
one or more suitable sulfonamides and
one or more suitable and harmless buf-
fer substances, suspending and stabiliz-
ing agents, and preservatives, suspended
In a suitable and harmless vehicle.
Each milliliter shall contain a quantity
of chlortetracycline calcium or tetracy-
cline equivalent to not less than 25 milli-
grams of chlortetracycline hydrochlo-
ride or tetracycline hydrochloride. It is
nontoxic. rhe pH is not less than 6.5

nor more than 9.0, except if it is tetra-
cycline syrup the pH is not less than 4.5
nor more than 5.5. The crystalline
chlortetracycline hydrochloride used
conforms to the requirements of § 146c.-
201 (a) except § 146c.201 (a) (2) (4)
and (5) The crystalline tetracycline
used conforms to the requirements of
§ 146c.290. Each other substance used,
if its name is recognized in the U. S, P. or
N. F., conforms to the standards pre-
scribed therefor by such official compen-
dium.

(b) Packaging. In all cases the im-
mediate container shall be a tight con-
tamer as defined by the U. S. P and shall
be of such composition as will not cause
any change in the strength, quality, or
purity of the contents beyond any limit
therefor in applicable standards, except
that minor changes so caused which are
normal and unavoidable in good pack-
aging, storage, and distribution pr4ctice
shall be disregarded.

(c) Labeling. Each package shall
bear on its label or labeling, as herein-
-after indicated, the following:

(1) On the outside wrapper or con-
tamer and the immediate container:

(I) The bitch mark.
(ii) The potency per milliliter ex-

pressed in terms of Its equivalency of
chlortetracycline hydrochloride or tet-
racycline hydrochloride.

(ili) The name and quantity of each
sulfonamide and preservative used in
making the batch.

(iv) The statements "Warning-Not
for injection" and "Shake well."

(v) The statement "Expiration date
---," the blank being filled in

with the date which is 12 months after
the month during which the batch was
certified: Provided, however That such
expiration date may be omitted from the
immediate container if such immediate
container is packaged in an individual
wrapper or container.

(2) On, the outside wrapper or con-
tamer, if It is intended for use by hu-
mans, the statement "Caution: Federal
law prohibits dispensing without pre-
scription" and a reference specifically
Identifying a readily available medical
publication containing information (in-
cluding contraidications and possible
sensitization) adequate for the use of
such drug by practitioners licensed by
law to administer such drug; or a refer-
ence to a brochure or other printed mat-
ter containing such information, and a
statement that such brochure or printed
matter will be sent on Xequest: Prowded,
however That this reference may be
omitted if the information is contained
in a circular or other labeling within or
attached to the package.

(3) On the label and labeling, if It
contains one or more sulfonamides, after
the name "chlortetracycline calcium
oral drops" or "chlortetracycline calcium
syrup," or "tetracycline syrup," wherever
it appears, the words "with sulfona-
mde(s) ," -in juxtaposition with such
name.

(4) On a circular or other labeling
within or attached to the package, if it
is packaged for dispensing and It is in-
tended solely for veterinary use and is
conspicuously so labeled, adequate direc-
tions and warnings for the veterinary use

of such drug by the laity. Such circular
or other labeling may also bear a state-
ment that a brochure or other printed
matter containing Information for other
veterinary uses of such drug by a veter-
inarian licensed by law to administer it
will be sent to such veterinarian on
request.

(d) Request for certillcation, samples.
(1) In addition to complying with the
requirements of § 146.2 of this chap-
ter, a perso4 who requests certifica-
tion of a batch shall submit with his
request a statement showing the batch
mark, the number of packages of each
size in such batch, the batch mark and
(unless It was previously submitted)
the date on which the latest assay of
the chlortetracycline hydrochloride or
tetracycline used in making such batch
was completed, the date on which the
latest assay of the drug comprising such
batch was completed, the quantity of
each ingredient used In making the
batch, and a statement that each such
ingredient conforms to the requirements
prescribed therefor by this section.,

(2) Except as otherwise provided by
subparagraph (4- of this paragraph,
such person shall submit In connection
with his request results of the tests and
'assays listed after each ,of the following,
made by him on an accurately repre-
sentative sample of:

(I) The -batch; average potency per
milliliter, toxicity, pH.

(ii) The chlortetracycline hydroohilo-
rice or tetracycline used In making the
batch; potency, toxicity, moisture, pH,
crystallinity, and extinction coefficient
if it is tetracycline.

(3) Except as otherwise provided bY
subparagraph (4) of this paragraph,
such person shall submit In connection
with his request, In the quantities here-
inafter indicated, accurately representa-
tive samples of the following:

(i) The batch; one package for each
5,000 packages in the batch, but in no
case less than 5 or more than 12 pack-
ages, collected by taking single pack-
ages at such intervals throughout the
entire time of packaging the batch that
the quantities packaged during the In-
tervals are approximately equal.

(i) The chlortetracycline hydrochlo-
ride or tetracycline used In making the
batch; 10 packages each containing ap-
proximately equal portions of not less
than 60 milligrams, packaged In accord-
ance with the requirements of § 146c.201
(b)

(111) In case of an initial request for
certification, each other Ingredient used
In making the batch; one package of
each containing approximately 5 grams.

(4) No result referred to In subpara-
graph (2) (11) of this paragraph, and
no sample referred to in subparagraph
(3) (ii) of this paragraph, is required
If such result or sample has been pro-
viously submitted.

(e) Fees. The fee for the services
rendered with respect to each batch un-
der the regulations in this part shall bo:

(1) $4.00 for each package In the
samples submitted in accordance with
paragraph (d) (3) (1), (11), and (1I1) of
this section.

(2) If the Commissioner considers
that Investigations other than examina-
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tion of such packages are necessary to
determine whether or not such batch
complies with the requirements of
§ 146.3 of this chapter for the issuance
of a certificate, the cost of such investi-
gations.
The fee prescribed by subparagraph
(1) of this paragraph shall accompany
the request for certification unless such
fee is covered by an advance deposit
maintained in accordance with § 146.8
(d) of this chapter.

§ 146c.218 Tetracycline hydrochlo-
ride-(a) Standards of identity,
strength, quality, and purity. Tetra-
cycline hydrochloride is the crystalline
hydrochloride salt of the deschloro de-
rivative of a kind of chlortetracycline or
a mixture of two or more such salts.
with or without one or moresdtable and
harmless stabilizing agents. It is so
purified and dried that:

(1) Its potency, and the potency of
the tetracycline hydrochloride used in
the manufacture of tetracycline hydro-
chloride for intravenous use, is not less
than 900 micrograms per milligram.

(2) It is sterile.
(3) It is nontoxic.
(4) It is nonpyrogemo.
(5) It contains no histamine nor his-

tamme-like substance.
(6) Its moisture content is not more

than 2 percent.
(7) Its PH In an aqueous solution

containing 10 milligrams per milliliter
is not less than 1.8 and not more than
2.8, except if it is intended for use by
injection its pH is not less than 2.0 and
not more than 3.0.

(8) Its extinction coefficientEUm , and
the extinction coefficient of the tetracy-
cline hydrochloride used in the manufac-
-ture of tetracycline for intravenous use,
is 372:h15 at 380 ma.

(b) Packagng; labeling; request for
certification, check tests and assays,
samples; fees. Tetracycline hydrochlo-
ride conforms to all requirements and
procedures prescribed for chlortetra-
cycline hydrochloride by § 146c.201 (b)
(c) (d) and (e) except that:

(1) It shall be labeled with an ex-
piration date that is 24 months after
the month during which the batch was
certified.

(2) The person who requests certi-
fication of a batch of tetracycline hy-
drochlDride that contains stabilizing
agents and is intended for intravenous
use shall submit with his request (un-
less they were previously submitted) the
results of the latest tests and assays
made on the batch of the tetracycline
hydrochloride used in making such
batch for potency and extinction co-
efficient and-a sample consisting of two
packages each containing approximately
500 milligrams of the tetracycline hy-
drochloride used in making such batch
for potency and extinction coefficient.

(3) The fee for the services rendered
with respect to each immediate container
of the tetracycline hydrochloride used in
the manufacture of a batch of tetra-
cycline hydrochloride for intravenous
use submitted in accordance with the
requirements prescribed therefor by sub-
paragraph (2) of this paragraph shall
be $4.00.
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§ 146c.219 Crude chlortetracycllnc
oral veterinary-(a) Standards of idcn-
tity, strength, quality, and purity.
Crude chlortetracycline oral veterinary
is crude chlortetracycline with suitable
and harmless diluents, buffer sub-
stances, and suspending or dispersing
agents. It contains not less than 10
grams of chlortetracycline activity per
pound. Its moisture content Is not more
than 6 percent.

(b) Packaging. In all cases the Im-
mediate container shall be a well-closed
container as defined by the U. S. P. and
shall be of such composition as will not
cause any change in the strength, qual-
ity, or purity of the contents beyond any
limit therefor in applicable standards,
except that minor changes so caused
that are normal and unavoidable in good
packaging, storage, and distribution
practice shall be disregarded. Each
such container shall contain not more
than 100 pounds.

(c) Labeling. 'Each package shall
bear on Its label or labeling, as herein-
after indicated, the following:

(1) On the outside wrapper or con-
tamer and the immediate container:

(i) The batch mark.
(ii) The number of grams of chlor-

tetracycline in each pound of the batch.
(iii) The statement "For oral veteri-

nary use only."
(lv) The statement "Expiration date

.. the blank being filled in with
the date which Is 12 months after the
month during which the batch was cer-
tified: Provided, however, That such ex-
piration date may be omitted from the
immediate container if such Immediate
container is packaged in an individual
wrapper or container.

(2) On the circular or other labeling
within or attached to the package, ade-
quate directions and warnings for the
use of such drug by the laity. Such cir-
cular or other labeling may also bear a
statement that a brochure or other
printed matter containing information
for other veterinary uses of such drug
by a veterinarian licensed by law to ad-
minister it will be sent to such veterl-
narian on request.

Cd) Request for certification; samples.
(1) In addition to complying with
§ 146.2 of this chapter, a person who
requests certification of a batch shall
submit with his request a statement
showing the batch mark, the number
of packages of each Size in such batch,
the number of grams of chortetracy-
cline in each pound of the batch, and
the quantity of each other ingredient
used in making the batch, and the date
on which the latest assay of the batch
was completed. Such request shall be ac-
companied or followed by the results of
tests and assays made by him on the
batch for average potency and average
moisture.

(2) Such person shall submit In con-
nection with his request a sample of the
batch consisting of 1 ounce for each
3,000 pounds in ,he batch, but In no case
less than five 1-ounce portions or more
than twelve 1-ounce portions collected
by taking single 1-ounce portions at such
intervals throughout the entire time of
packaging the batch that the quantites
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packaged during the intervals are ap-
proximately equal.

(e) Fees. The fee for the services
rendered with respect to each batch
under the regulatlonz in this part shall
be*

(1) $4.00 for each immediate con-
tainer In the sample submitted in ac-
cordance with paragraph (d) (2) of this
section.

(2) If the Commissioner considers
that investigqtions other than examina-
tion of such drug are necessary to de-
termine whether or not such batch
complies with the requirements of § 146.3
of this chapter for the issuance of a cer-
tificate, the cost of such investigations.
The fee prescribed by subparagraph (1)
of this paragraph shall accompany the
request for certification unless such fee
Is covered by an advance deposit main-
tained in accordance with § 146.8 (d) of
this chapter.

() Exemption of crude chlortetracy-
line ordl veterinary from certification.
Crude chlortetracycline oral veternary
that conforms to the requirements of
paragraphs (a) (except that it may con-
tain one or more essential vitamin anti
mineral substances for nutritive pur-
poses) (b) and (c) of this section shall
be exempt from the requirements of sec-
tions 502 (1) and 507 of the act, if it
complies with all the following condi-
tions:

(1) If it contains added vitamins or
minerals, Its labal bears the name and
quantity of each such substance and a
statement that such substances are
precent only for furnishing additional
vitamins and minerals while anmais
are eating less feed.

(2) The label bears an expiration date
that Is not more than 12 months after
the month during which the batch was
last aszayed and released by the manu-
facturer.

(3) The label bears a statement that
colutions prepared with the drug are
stable for not more than 24 hours.

(4) The circular or other labeling
within or attached to the package bears
information that only the antibiotic 2s
intended for the prevention or treatment
of the following conditions, and further,
bears directions and warnings adequate
for such use:

(I) Bacterial enteritis in swine.
(it) Bacterial pneumonia in swine.
(Ill) Chronic respiratory disease (air-

sac infection), hexamitlasis, blue comb
(mud fever, nonspecific infectious enter-
itis) in poultry.

(v) Infectious sinusitis in poultry.
§ 146c.220 Tetracycline-a) Stand-

ards of identity, strength, quality, and
purity. Tetracycline is the hydrated or
anhydrous crystalline compound of the
deschloro derivative of a kind of chlor-
tetracycline, or a mixture of two or more
such compounds. It Is so purified that:

(1) Its potency is not less than 975
microrams per milligram on the anhy-
drous basis.

(2) It I. nontoxie.
(3) Its moisture content is not more

than 13 percent.
(4) Its pH in an aqueous suspension

prepared by adding 10 milligrams per
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milliliter is not less than 3.0 and not more
than 7.0.

(5) Its extinction coefficient E 1%
1 cm.

Is 402±h15 at 380 ma calculated on the
anhydrous basis.

(b) Packaging. In all cases the in-
mediate containers shall be tight con-
tainers as defined by the U. S. P. and
shall be of such composition as will not
cause any change in the strength, qual-
ity, or purity of the contents beyond any
limits therefor in applicable standards,
except that minor' changes so caused
that are normal and unavoidable in good
packaging, storage, and distribution
practice shall be disregarded.

(c) Labeling. Each package of tetra-
cycline shall bear on its outside wrapper
or container and the immediate con-
tamer, as hereinafter indicated, the fol-
lowing:

(1) The batch mark.
(2) The number of micrograms of

tetracycline per milligram expressed in
terms of its equivalency of tetracycline
hydrochloride, and the total number of
grams in the immediate container.

(3) The statement "Expiration date
," the blank being filled in

with the date winch is 24 months after
the month during which it was certified:
Provided, however That such expiration
date may be omitted from the immediate
container if such immediate container is
packaged in an individual wrapper or
container.

(4) The statement "For use only in
the manufacture of nonparenteral
drugs."

(5) The statement "Caution: Federal
law prohibits dispensing without pre-
scription."

(d) Request for certification, check
tests and assays; samples. (1) In ad-
dition to complying with the require-
ments of § 146.2 of this chapter, a person
who requests certification of a batch
shall submit with his request a statement
showing the batch mark, the number of
packages of each size in the batch, and
(unless it was previously submitted) the-
date on which the latest assay of the
drug comprising the batch was com-
pleted. Such request shall be accom-
pained or followed by the results of tests
and assays made by hun on the batch for
potency, toxicity, moisture, pH, crystal-
linity, and extinction coefficient.

(2) Such person shall submit with his
request an accurately representative
sample of the batch consisting of 10
packages, each containing approximately
60 milligrams taken from a different part
of such batch and. each packaged in ac-
cordance with the requirements of para-
graph (b) of this section.

(3) In connection with contemplated
requests for certification of batches of
another drug in the manufacture of
which tetracycline is to be used, the
manufacturer of the batch that is to be
so used may request the Commissioner
to make check tests and assays on a
sample of such batch taken as prescribed
by subparagraph (2) of this paragraph,
From the information required by sub-
paragraph (1) of this paragraph may be
omitted results of tests and assays not
required for the batch when used in such
other drug. The Commissioner shall re-

port to such manufacturer the results of
such check tests and assays as are so
requested.

(e) Fees. The fee for the services.
rendered with respect to each batch
under the regulations in this part shall
be:

(1) $4.00 for each immediate con-
tamer in the samples submitted in ac-
cordance with paragraph (d) (2) and
(3) of this section.

(2) If the Commissioner considers
that investigations other than examina-
tion of such immediate containers are
necessary to determine whether or not
such batch complies with the require-
ments of § 146.3 of this chapter for the
issuance of a certificate, the cost of such
investigations.
The fee prescribed by subparagraph (1)
of this paragraph shall accompany the
request for certification unless such fee
is covered by an advance deposit main-
tamed in accordance with 1 146.8 (d)
of this chapter.

§ 146c.221 Tetracycline hydrochloride
for intramuscular use-(a) Standards of
identity, strength, quality, and purity.
Tetracycline hydrochloride for intramus-
cular use is a dry mlxture of tetracycline
hydrochloride, magnesium chloride, and
one or more suitable buffer substances,
with or without one or more suitable
preservatives and anesthetic agents. It
is sterile. It is nonpyrogemc. Its mois-
ture content is not more than 5 percent.
Its PH in an aqueous solution contain-
ing 10 milligrams per milliliter is not
less than 2.0 and not more than 3.0.
The tetracycline hydrochloride used con-
forms to the requirements of § 146c.218
(a) Each other substance used, if its
name i recogmzed in the U. S. P or
1. P., conforms to the standards pre-
scribed therefor by such official com-
pendium.

(b) Packaging.. In all cases the im-
mediate containers shall be tight con-
tamers as defined by the U. S. P., shall
be sterile at the time of filling and clos-
ing, shall be so sealed that the contents
cannot be used without destroying the
seal, and shall be of such composition as
will not cause any change in the
strength, quality, or purity of the con-
tents beyond any limit therefor in appli-
cable standards, except that minor
changes so caused that are normal and
unavoidable in good packaging, storage,
and distribution practice shall be disre-
garded. The immediate containers shall
be of colorless transparent glass, closed
by a substance through which a hypo-
dermic needle may be introduced and
withdrawn without removing the closure
or destroying its effectiveness. Each
such container shall contain not less
than 100 milligrams of tetracycline hy-
drochloride, and each may be packaged
in combination with a container of a suit-
able and harmless diluent.

(c) Labeling. Each package shall bear
on its label or labeling, as hereinafter
indicated, the following:

(1) On the outside wrapper or con-
tamer and the immediate container:

(I) The batch mark.
(ii) The number of milligrams of tet-

racycline hydrochloride in theimmediate
container.

(fit) The name and quantity of each
other Ingredient in the Immediate
container.

(Ov) The statement "Expiration date
-," the blank being filled In with

the date that Is 24 months after the
month during which the batch was certi-
fied: Provided, however, That such ex-
piration date may be omitted from the
Immediate container If such immediate
container is packaged In an individual
wrapper or container.

(v) The statement "For intramuscular
use only."

(2) On the outside wrapper or con-
tainer, the statement "Caution: Federal
law prohibits dispensing without pre-
scription," unless It is packaged for dis-
pensing and It Is intended solely for
veterinary use and is conspicuously so
labeled.

(3) On the circular or other labeling
within or attached to the package, If It
is packaged for dispensing:

(I) If It Is Intended for use by man,
adequate directions and warnings for Its
use by practitioners licensed by law to
administer such drug.

(ii) If it Is intended solely for veteri-
nary use and is conspicuously so labeled,
adequate directions and warnings for the
veterinary use of such drug by the laity,
Such circular or other labeling may also
bear a statement that a brochure or
other printed matter containing Infor-
mation for other veterinary uses of such
drug by a veterinarian licensed by law to
administer It will be sent to such veterl-
nanan on request.

(Il) A statement of the conditions
under which solutions prepared from the
drug should be stored and the statement
"Sterile solutions may be stored at room
temperature for 24 hours without signifi-
cant loss of potency."

(d) Request for certification, samples.
(1) In addition to complying with the
requirements of § 146.2 of this chapter,
a person who requests certification of a
batch shall submit with his request a
statement showing the batch mar:, the
number of packages of each size in such
batch, the batch mark and (unless It
was previously submitted) the date on
which the latest assay of the tetracycline
hydrochlorlde used In making such batch
was completed, the number of milli-
grams of tetracycline hydrochloride in
each package, the date on which, the
latest assay of the drug comprising the
batch was 'completed, the quantity of
each other Ingredient used in making
the batch, and a statement that each
such ingredient conforms to the require-
ments prescribed therefor by this sec-
tion. If such batch or any part thereof
Is to be packaged with. a diluent, such
request shall also be accompanied by a
statement that such diluent conforms to
the requirements prescribed therefor by
this section.

(2) Except as otherwise provided by
subparagraph (5) of this paragraph,
such person shall submit In connection
with his request the results of the tests
and assays listed after each of the fol-
lowing, made by him on an accurately
representative sample of:

(I) The batch: Potency, sterility, pyro-
gens, moisture, pI.
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(ii) The tetracycline hydrochloride
used in making the batch: Potency, toxi-
city, histamine, extinction coefficient,
and crystallinity.

(3) Except as otherwise provided by
subparagraph (5) of this paragraph, if
such batch is packaged for dispensing,
such person shall submit in connection
with his request, in the quantities here-
inafter indicated, accurately representa-
tive samples of the following:

i) The batch:
(a) For all tests except sterility, 1

immediate container for each 5,000 im-
mediate containers in the batch, but in
no case less than 10 or more than 17
immediate containers.

(b) For sterility testing: 10 immediate
containers.
Such samples shall be collected by taking
single immediate containers at such in-
tervals throughout the entire time of
packaging the batch that the quantities
packaged during the intervals are ap-
proximately equal. t

(i) The tetracycline hydrochloride
used in making the batch: 10 packages
containing approximately equal portions
of not less than 250 milligrams, packaged
in accordance with the requirements of
§ 146c.201 (b)

(ill) In case of an initial request for
certification, each other nlgredient used
in making the batch: 1 package of each,
containing approximately 5 grams.

(iv) In case of an initial request for
the certification of a batch which is to
be packaged in combination with a dilu-
ent that is not recognized by the U. S. P.
or when any change is made in the com-
,position of such diluent: 5 packages of
the diluent included in the combination.

(4) If such batch is packaged for re-
packing, such person shall submit with
his request a sample consisting of the
following:

(I) For all tests except sterility- 10
packages, each containing approximately

,0.25 gram.
(i) For sterility testing: 10 packages,

each containing approximately 40 milli-
grams of tetracycline hydrochloride.
Each such package shall be packaged
in accordance with the requirements of
paragraph (b) of this section.

(5) No result referred to in subpara-
graph (2) (ill of this paragraph, and no
sample referred to in subparagraph (3)
(i) of this paragraph, is required if such
result or sample has been previously
submitted.

(W) Fees. The fee for the services
rendered with respect to each batch
under the regulations in this part shall
be:

(1) $4.00 for each immediate con-
tamer in the samples submitted in ac-
cordance with paragraph (d) (3) (1)
(a) (i), (i) (iv) and (4) (1) of this
section.

(2) If the Commissioner considers
that investigations other than examina-
tion of such packages are necessary to
.determime whether or not such batch
complies with the requirements of § 146.3
of this chapter for the issuance of a
certificate, the cost of such investiga-
tions.
The fee prescribed by subparagraph (1)
of this paragraph shall accompany-the
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request for certification unless such fee
is covered by an advance deposit main-
tamed in accordance with § 146.8 (d) of
this chapter.

§ 146o.222 Tetracycline hydrocllo-
ride oral suspen ion; tetracycline hydro-
chloride oral solution; tetracycline
calcium oral suspenszn-(a) Standards
of identity, strength, quality, and purity.
Tetracycline hydrochloride oral suspen-
sion, tetracycline hydrochloride oral so-
lution, and tetracycline calcium oral
suspension are tetracycline hydrochlo-
ride or tetracycline calcium prepared
from tetracycline hydrochloride, with
one or more suitable and harmless sus-
pending and dispersing agents tunlezs
it is tetracycline hydrochloride oral so-
lution) with or without one or more
suitable sulfonamides; and with or with-
out one or more suitable and harmless
colorings, flavorings, buffer substances,
and preservatives, suspended or dissolved
in a suitable and harmless vehicle. If
it is tetracycline hydrochloride oral sus-
pension it may contain one or more suit-
able and harmless vitamin substances.
Each milliliter shall contain not less than
the equivalent of 25 millgrams of tetra-
cycline hydrochlorlde. Its moisture con-
tent Is not more than 2 percent f it Is
tetracyline hydrochloride oral suspension
and not more than 7 percent if It is tet-
racycline hydrochloride oral solution.
its pH is not less than 2.0 and not more
than 3.5 if it is tetracycline hydrochlo-
ride oral solution and not less than 7.0
and not more than 8.0 if It is tetracycline
calcium oral suspension. The tetra-
cycline hydrochloride used conforms to
the standards prescribed by § 140c.218
(a) except § 146c.218 (a) (2), (4), and
(5) Each other substance used, if Its
name is recognized in the U. S. P. or N. F.,
conforms to the standards prescribed
therefor by such official compendium.

(b) Packaging. The immediate con-
tamer shall be a tight container as de-
fined by the U. S. P., and shall be of
such composition as will not cause any
change in the strength, quality, or purity
of the contents beyond any limit there-
for in applicable standards, except that
minor changes so caused that are nor-
mal and unavoidable in good packaging,
storage, and distribution practice shall
be disregarded.

(c) Labeling. Each package shall
bear on its label or labeling as herein-
after indicated, the following:

(1) On the outside wrapper or con-
tamer and the immediate container:

(I) The batch mark.
(ii) The potency per milliliter ex-

pressed in milligrams of tetracycline
hydrochloride or its equivalency of tet-
racycline hydrochloride.

(iII) The statement "Shake well."
(iv) The name and quantity of each

sulfonamide, preservative, and vitamin
substance used in making the batch.

v) The statement "Expiration date
-," the blank being filled in

with the date that is 12 months (if it
contains one or more vitamin substancTs
or if It is tetracycline hydrochloride oral
solution) or 18 months (if It Is tetra-
cycline hydrochloride oral suspension or
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tetracycline calcium oral suspension)
after the month during which the batch
was certified: Provided, however That
such expiration date may be omitted
from the immediate container if such
Immediate container is packaged in an
individual wrapper or container.

(2) On the outside wrapper or con-
tainer:

(I) The statement "Caution: Federal
law prohibits dispensing without pre-
scription," unless It is packaged for
dispens'g and It Is intended solely for
veterinary use and is conspicuously so
labeled.

(ii) If It s paclaged for dispensing
and It Is intended for use by man, p
reference specifically identifying a
readily available medical publication
containing information (including con-
traindications and pozsible sensitiza-
tion) adequate for the use of such drug-
by practitioners licensed by law to ad-
minister It; or a reference to a brochure
or other printed matter containing such
information, and a statement that such
brochure or other printed matter will be
rent on request: Provided, however,
That this reference may be omitted if
the information Is contained In a circu-
lar or other labeling within or attached -
to the package.

(3) On the label and labeling:
(i) If It Is tetracycline hydrochloride

oral suspension and It contains one or
more vitamin subtances or sulfona-
mides, after the name "tetracycline hy-
drochlorlde oral suspension," wherever
It appears, the words "with sulfona-
mide(s)" or "with vitamin
the blanur being filled in with the name
of the vitamin ingredient used, or "with
vitamins," if it contains more than one
vitamin ingredient, in Juxtaposition
with such name.

(il) If It is tetracycline hydrochloride
oral solution or tetracycline calcium
oral suspension and it contains one or
more sulfonamides, after the name
"tetracycline hydrochloride oral solu-
tion" or "tetracycline calcium oral sus-
pension," wherever it appears, the
words "with sulfonamide(s)," in juxta-
position with such name.

(4) On the circular or other labeling
within or attached to the package, if it
Is packaged for dispensing and it is in-
tended solely for veterinary use and is
conspicuously so labeled, adequate direc-
tions and warnings for the veterinary
uze of such drug by the laity. Such cir-
cular or other labeling may also bear a
statement that a brochure or other
printed matter containing information
for other veterinary uses of such drug
by a veterinarian licensed by law to ad-
minister it will be sent to such veterinar-
Ian on request.

d) Request for certifIcaffon; samples.
(1) In addition to complying with the
requirements of § 146.2 of this chapter,
a person who requests certification of a
batch shall submit with his request a
statement showing the batch mark, the
number of package3 of each size in such
batch, the batch mark and (unless it was
previously submitted) the date on which
the latest asay of the tetracycline hy-
drachloride used in making such batch
was completed, the potency per rnlilter
of the batch, the date on which the
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latest assay of the drug comprising such
batch was completed, the quantity of
each ingredient used in making the
batch, and a statement that each such
ingredient conforms to the requirements
prescribed therefor by this section.

(2) Except as otherwise provided in
subparagraph (4) of this paragraph,
each person shall submit in connection
with his *equest results of the tests and
assays listed after each of the following,
made by him on an accurately repre-
sentative sample of:

(i) The batch: Average potency per
milliliter, average moisture if it is tetra-
cycline hydrochloride oral suspension or
tetracycline hydrochloride oral solution,
and pH if it is tetracycline hydrochlo-
ride oral solution or tetracycline calcium
oral suspension. -

(i) The tetracycline hydrochloride
used in making the batch: Potency,
toxicity, moisture, pH, crystallinity, and
extinction coefficient.

(3) Except as otherwise provided by
subparagraph (4) of this paragraph,
such person shall submit in connection
with his request, in the quantities here-
Inafter indicated, accurately representa-
tive samples of the following:

(I) The batch: 1 immediate container
for each 5,000 immediate containers in
the batch, but in no case less than 5 or
more than 12 immediate containers,
collected by taking single immediate
containers at such intervals throughout
the entire time of packaging the batch
that the quantities packaged during the
intervals are approximately equal.

(Ii) The tetracycline hydrochloride
'used in making the batch: 10 packages,
each containing approximately equal
portions of not less than 60 milligrams,
packaged in, accordance with, the re-
quirements of § 146c.201 (b)

(iiI) In the case of an initial request
for certification, each other ingredient
used in making the batch: 1 package
of each containing approximately 5.0
grams.

(4) No result referred to re.subpara-
graph (2) (ii) of this paragraph, and
no sample Teferred to in subparagraph
(3) (11) of this paragraph, is required
If such result or sample has been pre-
viously submitted.

(e) Fees. The fee for the services
rendered with respect to each batch un-
der the regulations in this part shall be:

(1) $4.00 for each package in the
samples submitted in accordance with
paragraph (d) (3) () (ii), and (iii) of
this section.

(2) If the Commissioner considers
that investigations other than the exam-
Ination of such packages are necessary
to determine whether or not such batch
complies with the requirements of § 146.3
of this chapter for the issuance of a cer-
tificate, the cost of such investigations,
The fee prescribed by subparagraph (1)
of this paragraph shall accompany the
request for certification unless such fee
is covered by an advance deposit main-
tained in accordance with § 146.8 (d) of
this chapter.

§ 146c.223 Chlortetracycline - n e o-
mycm-streptomycm-penicillin ointment;
chlortetracycline - neomyczn - dihydro-
streptomycin - penicillin ointment;

tetracycline hydrochloride - neomlcn-
streptomJci-penzeillin ointment; tetra-
cycline hydrochloride - neomycin-dihy-
drostreptomyctn - penicillin ointment.
(a,) Chlortetracycline-neomycm-strep-
tomycm-pemcillin ointment, chlortetra-
cyeline-neomycm-dihydrostreptomycm-
penicillin ointment, tetracycline hydro-
chloride-neomycm-streptomycin-p e n i-
cillin ointment, and tetracycline hydro-
chloride - neomycin - dihydrostrepto-
mycm-pemcillin ointment conform to
all requirements and are subject to all
procedures, prescribed by § 146c.202 for
chlortetraycycine hydrorhloride oint-
ment and tetracycline hydrochloride
ointment, except that!

(1) They contain not less than 28
milligrams of chlortetracycline. hydro-

-chloride or tetracycline hydrochloride
per gram.

(2) They contain not less than 14
milligrams of neomycin per gram. The
neomycin used conforms to the require-
ments prescribed by § 146e.410 (a) (2)
of this chapter.

(3) They contain not less than 14
milligrams of streptomycin or dihydro-
streptomycin per gram. The strepto-
mnycin used conforms to the standards
prescribed by § 146b.101 (a) of this chap-
ter, except § 146b.101 (a) (2) (4) and
(5) The dihydrostreptomycin used
conforms to the standards prescribed by
§ 146b.103 of this chapter, except the
standards for sterility, pyrogens, and
histamine.

(4) They contain not less than 28,000
units of procaine penicillin G per gram.
The procaine penicillin used conforms to
the requirements prescribed by § 146a.44
(a) of this chapter, except § 146a.44 (a)
(2) and (3)

(b) In lieu of the directions for label-
ing prescribed for chlortetracycline hy-
drochloride ointment and tetracycline
hydrochloride ointment by § 146c.202 (c)
(1) (ii) and (iII) each package shall
bear on the outside wrapper or container
and the immediate container the number
of milligrams of chlortetracycline hydro-
chloride or tetracycline hydrochloride,
neomycin, and streptomycin or dihydro-
streptomycin per gram, and the number
of units of procaine penicillin per gram.
Its expiration date shall be 18 months
after the month during Which the batch
was certified.

(c) In addition to complying with the
requirements of § 146c.202 (d) a person
who requests certification of a batch
shall submit with his request a statement
showing the batch marks and (unless
they were previously submitted) the re-
sults and dates of the latest tests and
assays of the neomycin, streptomycin
or dihydrostreptomycin, and penicillin
used in making the batch for potency,
toxipity, moisture, pH, streptomycin
content of the dihydrostreptomycin,
crystallinity if it is crystalline dihydro-
streptomycin, and crystillinity and
penicillin G content of the procaine
penicillin G. He shall also submit in
connection with his request a sample
consisting of not less than 8 packages of
such ointment and (unless they were
previously submitted) accurately repre-
sentative samples of the following, in the
quantities indicated.

(1) The neomycin used In making the
batch: 5 packages, each containing ap-
proximately equal portions of not less
than 0.5 gram.

(2) The streptomycin or dihydro-
streptomycin used In making the batch:
5 packages, each containing approxi-
mately equal portions of not less than
0.5.gram.

(3) The procaine penicillin G used In
making the batch. 10 packages, each
containing approximately equal portions
of not less than 300 milligrams.

(d) The fee for the services rendered
with respect to each Immediate con-
tainer In the samples of neomycin, strep-
tomycin or dlhydrostreptomycln, and
penicillin submitted In accordance with
the requirements prescribed therefor by
this section shall be $4.00.

§ 146c.224 Tetracycline lhydrochlo-
rzde-nystatin capsules. Tetracycline
hydrochlorlde-nystatin capsules are cap-
sules that conform to all the require-
ments and procedures prescribed by
§ 146c.204 for tetracycline hydrochloride
capsules, except that:

(a) Each capsule contains not less
than 100,000 unitS of nystatin. The
nystatin used Is produced by the growth
of Streptomyces noursel. It Is a white
to yellow to light-tan powder. It is very
slightly soluble in water, moderately
zoluble in methanol, butanol, or pro-
panol. Its potency is not less than 2,000
units per milligram. It is nontoxic. Its
pH in a 3-percent aqueous suspension Is
not less than 7.5 and not more than 8.0.
Its moisture content is not more than 5
Percent. It exhibits absorption maxima
at 291, 305, and 319 m1A when dissolved
in methanol, and its specific rotation in
dimethyl formamide at 200 C. Is not
more'than ±250

, (b) In addition to the labeling pro-
scribed for tetracycline hydrochloride
capsules, each package shall bear on its
label or labeling the number of units of
nystatin In each capsule of the b~.tch,

(a) In addition to complying with the
requirements of § 146c.204 (d), a I~orson
who requests certification of a batch
shall submit with his request a state-
ment showing the batch mark and (un-
less they were previously submitted) the
results and the date of the latest tests
and assays of the nystatin used in nak-
ing the batch for potency, toxicity, pH,
moisture, and specific rotation. He shall
also submit In connection with his re-
quest a sample consisting of not less than
30 capsules and (unless it was previously
submitted) a sample consisting of 10
packages, each containing approximately
equal portions of not less than 300 milli-
grams of the nystatin used in making
the batch.

(d) The fee for the services rendered
with respect to each container in the
sample of nystatin submitted in accord-
ance with the requirements prescribed
therefor by paragraph (c) of this section
shall be $4.00.

§ 146c.225 Tetracycline hydrochloi
rzde-nystatin tablets. Tetracycline hy-
.drochlorlde-nystatin tablets are tablets
that conform to all requirements and are
subject to all procedures prescribed by
9 146c.224 for tetracycline hydrochloride-
nystatin capsules except that the expira-
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tion date is the date that is 24 months
after the month during which the batch
was certified.

§ 146c.226 Tetracycline and vasocon-
strictor suspension, tetracycline and

(the blank being filled in with
the common or usual name of the vato-
constrictor) suspension-(a) Standards
of identity, strength, quality, and purity.
Tetracycline and vasoconstrictor sus-
pension is tetracycline and a suitable
vasoconstrictor, with or without one or
more suitable and harmless suspending
or dispersing agents, preservatives,
buffer substances, colorings, and flavor-
ings, with or without cortisone or a suit-
able derivative of cortisone, suspended
in a suitable and harmless vehicle. Each
milliliter contains a quantity- of tetra-
cycline equivalent to not less than 3.75
milligrams of tetracycline hydrochloride.
The pH is not less than 3.0 nor more
than 5.0. The tetracycline used con-
forms to the requirements of § 146c.220
(a) Each other substance used, if its
name is recognzed in the U. S. P or N. F.,
conforms to the standards prescribed
therefor by such official compendium.

(b) Packaging. In all cases the inme-
diate container shall be a tight container
as aefined by the U. S. P., and shall be
of such composition as will not cause any
change in the strength, quality, or purity
of the contents beyond any limit therefor
in applicable standards, except that
minor changes so caused that are normal
and unavoidable in good packag.ng,
storage, and distribution practice shall
be disregarded.

(c) Labeling. Each package shall
bear on its label or labeling, as herem-
after indicated, the following:

(1) On the outside wrapper or con-
tamer and the immediate container:

(i) The batch mark.
(it) The potency per milliliter ex-

pressed in terms of its equivalency of
tetracycline hydrochloride.

(Iii) If the batch contains, in addition
to tetracycline, one or more other active
ingredients specified in paragraph (a) of
this section, the name and quantity of
each such other ingredient in each milli-
liter of the batch.

iv) The statement 'Expiration date
," the blank being filled in

with the date that is 12 months after the
month during which the batch was certi-
fied. Provided, however That such ex-
piration date may be omitted from the
immediate container if such immediate
container is packaged in an individual
wrapper or container.

(v) The statements "Warning-2lot
for injection" and "Shake well."

(2) On the outside wrapper or con-
tamer:

Ci) The statement "Caution: Federal
law prohibits dispensing without pre-
scription," unless it is packaged for dis-
pensing and it is intended solely for
veterinary use and is conspicuously so
labeled.

(ii) If it is packaged for dispensing
and it is intended for use by man, a ref-
erence specifically identifying a readily
available medical publication containing
information (including contramndications
and possible sensitization) adequate for
the use of such drug by practitioners
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licensed by law to administer It; or a ref-
erence to a brochure or other printed
matter containing such information, and
a statement that such brochure or other
printed matter wil be sent on request:
Provided, howerer, That this reference
may be omitted if the information is con-
tamed in a circular or other labeling
within or attached to the package.

(3) On the label or labeling, if it con-
tams, in addition to tetracycline, one or
more other active ingredients specificd in
paragraph (a) of this section, after the
name "Tetracycline and vasoconztrictor
suspension," wherever such name ap-
pears, the words "with ...... " in
3uxtaposition with such name, the blank
being filled in with the common or uual
name of each such other ingredient used.

(4) On a circular or other labeling
within or attached to the package, if
it is packaged for dispensing and it is
intended solely for veterinary ue and
is conspicuously so labeled, adequate di-
rections and warnings for the veterinary
use of such drug by the laity. Such cir-
cular or other labeling may also bear a
statement that a brochure or other
printed matter containing Information
for other veterinary uses of such drug
by a veterinarian licensed by law to ad-
minster it will be sent to such vtErl-
narian on request.

(d) Request for certification; scm-
ples. (1) In addition to complying with
the requirements of § 140.2 of this chap-
ter, a person who requests certification
of a batch shall submit with his requet
a statement showing the batch marl:,
the number of packages of each cize in
such batch, the batch mark and (unlezs
it was previously submitted) the date on
which the latest assay of the tetrac,'cline
used in making the batch was completed,
the date on which the latest asay of the
drug comprising such batch was com-
pleted, the quantity of each ingrcdient
used in making the batch, and a state-
ment that each such ingredient con-
forms to the requirements prcceribcd
therefor by this section.

(2) Except as otherwise provided by
subparagraph (4) of this paragraph,
such person shall submit in connection
with his request results of the tests and
assays listed after each of the following,
made by him on an accurately reprcznt-
ative sample of:

(I) The batch: Average potency per
milliliter, and pH.

(ii) The tetracycline uced in making
the batch: Potency, todcity, moisture,
pH, crystallinity, and extinction coef-
ficient.

(3) Except as otherwise provided by
subparagraph (4) of this paragraph,
such person shall submit in connection
with his request, in the quantities here-
mafter indicated, accurately represent-
ative samples of the following:

(I) The batch: One package for each
5,000 packages in the batch, but in no
case less than 5 or more than 12 pack-
ages, collected by taking single packmges
at such intervals throughout the entire
time of packaging the batch that the
quantities packaged during the intervals
are approximately equal.

(1D The tetracycline used in ming
the batch: 1Q packages, each containina

approximantely equal portions of not Ies
than 6 milligamz, packaged in accord-
ance with the requirements of j 14e=220
(b)

(III) In cace of an initial request for
certification, each other ingredient used
in making the batch: One package of
each containing approximately 5 grams,
except if cortizone, or a derivative of
corti-on2 I- used, such package shall con-
tain apprommately 100 milli-rams.

(4) No rcsult referred to In subpara-
graph (2 1( ) of this paragraph, end no
-ample referrzd to in subparagraph (3)
(ii) of this paragraph, is required if such
rcsult or sample has been previously
submittcd.

(e) F=es. The fee for the services
rendered with re-pect to each batch
under the regulations in this part shall
b a:

(1) $4.00 for each package in the
samples submitted in accordance w.th
paragraph (d) (^) (I) iiD, and (iii)
of this scction.

(2) If the CommL-oner considers
that inveztigations other than ex:ami--
tion of such package3 are necezsary to
determine whvether or not such batch
complies with the requirements of § 146.3
of this chapter for the I-u=ce of a
certificate, the cost of such investia-
tions.
The fee prescribed by subpara"aph (1)
of this para.raph ,hall accompany the
request for certification unless such fea
is covered by an advance depost main-
tained in accordainca with § 146.8 (d) of
thLs chapter.

r 14e.227 ChlortetraYclino szray
dre.ssirg (ch!ortetracvcline hl;drozhlo-
r-cde cpray dressi7g-)-(a) Standards of
irbntity, ctrcrgth, quality, and 13trity.
Chlortetracycline spray dressing is
chlortetracycline hydrochlonde omt-
ment and one or more suitable and
harmle:z inrt g . It is sterile. The
chlortetraeycline hydrchlonde oint-
ment used conforms to the ztandards
prezcribd for chlortctrzaycline hydro-
chloride ointment by E 146c.262 (a) e-
cept that Its potency is not less than
20 milligrams per gram. Each other
substance uzed, if its name is recoazed
in the U. S. P. or N. F., conforms to the
standards prescribed therefor by such
oMcial compendium.

(b) Pacl?:agtig. In all case3 the im-
mediate ccntainer shall be a tight con-
tainer n defined by the U. S. P. and a
be of such compozition as will not cause
any change in the stren.th, quality, or
purity of the contents beyond any limit
therefor in applicable standards, except
that minor change so causd that are
normal and unavoldable in good pac=-
aging, storage, and distribution pracatic
all be disregarded. Each zuch con-

tainer shall contain not less than SO
Crams of ointment and shall contain one
or more suitable and haresws met
gases.

(c) L beling. Each package shaU ,r
on Its label or labeling, as hereinafter
indicated, the followmz:

(1) On the outside wrap,_er or con-
tainer and the immediate container:

(W The batch marl:.
(I) The number of milligrams of

chlortetracycline per Cram of the chlor-
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tetracycline ointment and the number
of grams of chlortetracyline ointment
that shall be ejected when used as di-
rected in the labeling.

(iii) The statement "Expiration date
-. " the blank being filled m with

the date that is 24 months after the
month during which the batch was cer-
tified: Provided, however That such ex-
piration date may be omitted from the
immediate container if such 1mmediate
container is packaged in an individual
wrapper or container.

(2) On the outside wrapper or con-
tainer:

(I) The statement "Caution: Federal
law prohibits dispensing without pre-
scription," unless it is packaged for dis-
pensing and it is intended solely for
veterinary use and is conspicuously so
labeled.

(ii) If it is packaged for dispensing
and it is intended for use by man, a
reference specifically identifying a read-
ily available medical publication con-
taming information (including con-
tramdications and possible sensitiza-
tion) adequate for the use of such drug
by practitioners licensed by law to ad-
minister it; or a reference to a brochure
or other printed matter containing such
information and a statement that such
brochure or other printed matter will
be sent on request: Provided, however
That this reference may be omitted if
the information is contained in a cir-
cular or other labeling within or at-
tached to the package.

(3) On the circular or other labeling
within or attached to the package, if it is
packaged for dispensing and it is in-
tended solely for veterinary use and is
conspicuously so labeled, adequate direc-
tions and warnings for the veterinary use
of such drug by the laity.

d) Request 1o- certification, samples.
(1) In addition to complying with the re-
quirements of § 146.2 of this chapter, a
person who requests certification of a
batch shall submit with his request a
statement showing the batch mark, the
number of packages of each size in such
batch, the batch mark and (unless it was
previously submitted) the date on which
the latest assay of the chlortetracycline
used In making the batch was completed,
the quantity of each ingredient used in
making such batch, the date on -which
the latest assay of the drug comprising
such batch was completed, and that each
ingredient used in making the batch
conforms to the requirements prescribed
therefor by this section.

(2) Except as otherwise provided by
subparagraph (4) of this paragraph,
such person shall submit in connection
with his request results of the tests and
assays listed after each of the following,
made by him on an accurately represent-
ative sample of:

(i) The batch: Average potency per
gram, sterility, and moisture.

(ii) The chlortetracycline used in
making the batch. Potency, toxicity,
moisture, PH, and crystallinity.

(3) Except as otherwise provided by
subparagraph (4) of this paragraph,
such person shall submit in connection
with his request, in the quantities herein-
after indicated, accurately representa-
tive samples of the following:

(i) The batch:
(a) For all tests except sterility* 1

immediate container for each 5,000 im-
mediate containers in the batch, but in
no case less than 5 or more than 12
immediate containers.

(b) For sterility testing: 10 immediate
containers.
Such samples shall be collected by taking
single immediate containers at such in-
tervals throughout the entire time of
packaging the batch that the quantities
packaged during the intervals are ap-
proximately equal.

(ii) The chlortetracycline used in
making the batch: 5 packages, each con-
taing approximately equal portions of
not less than 60 milligrams, packaged in
accordance with the requirements of
§ 146c.201 (b)

(iii) In case of an initial request for
certification, each other ingredient used
in making the batch: 1 package of each
component of the ointment base, each
containing approximately 200 grams.

(4) No result referred to in subpara-
graph (2) (ii) of this paragraph, and
no sample referred to in subparagraph
(3) (ii) of this paragraph, is required
if such result or sample has been pre-
viously submitted.

(e) Fees. The fee for the services
rendered with respect to each batch un-
der the regulations in this part shall be:

(1) $5.00 for each package in the
samples submitted in accordance with
paragraph (d) (3) (i) (a), (ii), and (liI)
of this section.

(2) If the Commissioner considers
that investigations, other than examina-
tion of such immediate containers, are
necessary to determine whether or not
such batch complies with the require-
ments of § 146.3 of this chapter for the
issuance of a certificate, the cost of such
investigations.
The fee prescribed by subparagraph (1)
of this paragraph shall accompany the
request for certification unless such fee
is covered by an advance deposit main-
tained in accordance with § 146.8 d) of
this chapter.

PART 146d-CERTMICATION OF CHLORAM-
PHENICOL AND CHLORA!IPHENICOL-CON-
TAINING DRUGS

Sec.
146d.301 Chloramphenicol.
146d.302 Chloramphenicol capsules.
146d.303 Chloramphenicol ointment.
146d.304 Chloramphenicol ophthalmic.
146d.305 Chloramphenicol palmitate.
146d.306 Chloramphenicol palmitate oral

suspension.
146d.307 Chloramphenicol solution; chlor-

amphenicol for aqueous injec-
tion.

146d.308 Chloramphenicol otie; chloram-
phenicol topical.

146d.309 ChIoramphenicol - streptomycin
capsules; chloramphenicol-dihy-
drostreptomycin capsules.

146d.310 Chloramphenlcol tablets.
146d.311 Chloramphenicol palmitate-strep-

tomycin oral suspension; chlor-
amphenicol palmitate-dihydro-
streptomycin oral suspension.

AUTHOR=r: §§ 146d.301 to 146d.311 issued
under see. 701, 52 Stat. 1055; 21 U. S. C. 371.
Interpret or apply sec. 507, 59 Stat. 463, as
amended; 21 U. S. C. 357.

§ 146d.301 Chloramplhenicol - (a)
Standards of identity, strength, quality,
and purity. Chloramphencol Is a white
to grayish-white or yellowish-white crys-
talline powder, occurring as needles or
elongated plates. It Is neutral, slightly
soluble In water, but freely soluble Itt
alcohol. It has the chemical formula
D- (-) -threo-1-p - nitrophenyl - 2 - di-
chloracetamido-1,3-propanediol. It Is
so purified and dried that:

(1) Its potency is not less than 900 mi-
crograms per milligram;

(2) It is sterile;
(3) It is nontoxic;
(4) It is nonpyrogenic;
(5) It contains no histamine nor his-

tamine-like substances;
(6) Its pH'In saturated aqueous solu-

tion is not less than 4.5 and not more
than 7.5;

(7) Its specific rotation In absolute
ethanol at 200 C. is +200±1.50, and at
25' C. is +18.50±1.50.

(8) Its melting point Is 1510 C. :20;
(9) Its extinction coeficient E

Is 298±9 at 278 mu when measured in
aqueous solution.

(b) Packaging. In all cases the Im-
mediate containers shall be tight con-
tainers as defined by the U. S. P., shall
be sterile at the time of filling and clos-
ing, shall be so sealed that the contents
cannot be used without destroying the
seal, and shall be of such composition as
will not cause any change In the strength,
quality, or purity of the contents beyond
any limit therefor In applicable stand-
ards, except that minor changes so
caused which are normal and unavoid-
able in good packaging, storage, and dis-
tribution practice shall be disregarded.
In case It Is packaged for dispensing, It
shall be in immediate containers of col-
orless transparent glass, closed by a sub-
stance through which a hypodermic nee-
dle may be Introduced and withdrawn
without removing the closure or destroy-
ing its effectiveness; each such container
shall contain not more than 1.0 gin., and
each may be packaged In combination
with a suitable and harmless diluent,

(c) Labeling. Each package shall bear
on its label or labeling, as hereinafter
indicated, the following:

(1) On the outside wrapper or con-
tainer and the immediate container,

(I) The batch mark;
(ii) The number of grams In the im-

mediate container;
(11) The statement "Expiration date

--------------- the blank being filled in
with the date which is 60 months after
the month during which the batch was
certified: Provided, however, That such
expiration date may be omitted from the
immediate container If such Immediate
container is packaged in an individual
wrapper or container;

(iv) The statement "For manufactur-
Ing use," "For repacking," or "For manu-
facturing use or repacking," when pack-
aged for repacking or for use as an In-
gredient In the manufacture of another
drug, as the case may be.

(2) On the outside wrapper or con-
tainer, the statement "Caution: Federal
law prohibits dispensing without pro-
scription," unless it is packaged for dis-
pensing and it Is Intended solely for
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veterinary use and is conspicuously so
labeled.

(3) On the circular or other labeling
within or attached to the package, if it
is packaged for dispensing:

(i) If it is intended for use by man,
adequate directions and warnings for its
use by practitioners licensed by law to
administer such drug.

(ii) If it is intended solely for veterl-
nary use and is conspicuously so labeled,
adequate directions and warnings for the
veterinary use of such drug by the laity.
Such circular or other labeling may also
bear a statement that a brochure or
other printed matter containing infor-
mation for other veterinary uses of such
drug by a veterinarian licensed by law
to administer it will be sent to such vet-
ermanan on request.

(d) Request for certiftcation, checcT
tests and assays; samples. (1) In addi-
tion to complying with the requirements
of § 146.2 of this chapter, a person who
requests certification of a batch of chlor-
amphemcol shall submit with his request
a statement showing the batch mark, the
number of packages of each size in the
batch, the number of grams in each
package, and (unless it was previouzly
submitted) the date on which the latest
assay of the drug comprising the batch
was completed. Such request shall be
accompanied or followed by the results
of tests and assays made by him on the
batch for potency, sterility, toxicity,
pyrogens, histamine, pH, specific rota-
tion, melting point, and extinction co-
efficient. If such batch or any part
thereof is to be packaged with a solvent,
such request shall also be accompanied
by a statement that such solvent con-
forms to the requirements prescribed
therefor by this section.

(2) If such batch is packaged for dis-
pensing, such person shall submit with
his request a sample consisting of one
immediate container for each 5,000 im-
mediate containers in such batch, but in
no case shall such sample consist of less
than 8 immediate containers or more
than 15 immediate containers.

(3) If such batch is packaged for re-
packing or for use as an ingredient in
the manufacture of another drug, such
person shall submit with his request a
sample containing ten approximately
equal portions of at least 300 milligrams
each, taken from different parts of such
batch; each such portion shall be pack-
aged in a separate container, and in ac-
cordance with the requirements of
paragraph (b) of this section.

(4) In connection with contemplated
requests for certification of repacked
batches of chloramphemcol or batches
of another drug in the manufacture of
which it is to be used, the manufacturer
of a batch which is to be so repacked or
used may request the Commissioner to
make check tests and assays on a sample
of such batch, taken as prescribed by
subparagraph (3) of this paragraph.
From the information required by sub-
paragraph (1) of this paragraph may
be omitted results of tests and assays
not required for the batch when used in
such other drug. The Commissioner
shall report to such manufacturer re-
sults of such check tests and assays as
are so requested.
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(e) Fees. The fee for the s-ervices
rendered with respect to each batch un-
der the regulations in this part shall be:

(1) $10.00 for each immediate con-
tainer In the sample submitted in ac-
cordance with paragraph d) (2), (3),
and (4) of this section; and

(2) If the Commissioner considers
that investigations, other than examina-
tion of such immediate containers, are
necessary to determine whether or not
such batch complies with the require-
ments of § 146.3 of this chapter for the
issuance of a certificate, the cost of such
investigations.
The fee prescribed by subparagraph (1)
of this paragraph shall accompany the
request for certification unless such fce
is covered by an advance depo-it maln-
tamed in accordance with § 1M0.8 (d)
of this chapter.

§ 146d.302 Chloramphcnicol ca lue -e
(a) Standards of ide ntity, strcgth,
quality, and purity. Chloramphbcncol
capsules are capsules composed of chlor-
amphenicol, with or without the addition
of one or more suitable and harmlez
diluents, lubricants, colorings, and fla-
vorings. The potency of each capsule Is
not less than 50 milligrams. The chlor-
amphenicol used conforms to the re-
qulrements of § 14Gd.301 (a) except
§ 146d.301 (a) (2), (4) (5), and (G)
Each other substance used, if It, name is
recognized in the U. S. P or N. F., con-
forms to the standards prescribed there-
for by such official compendium.
(b) PacT:aging. Unless each chor-

amphenicol capsule is enclosed In a foil
or plastic film and such enclosure is a
tight container as defined by the U. S. P.,
except the provision that It zhall be
capable of tight reclozure, the immediate
container shall be a tight container as
so defined. The composition of the im-
mediate container, or of the foil or film
enclosure, shall be such as will not cauce
any change in the strength, quality, or
purity of the contents beyond any limit
therefor In applicable standards, except
that minor changes so caused which are
normal and unavoidable in good pachag-
Ing, storage, and distribution practice
shall be disregarded.
(c) Labeling. Each pacige of chlor-

amphenicol capsules shall bear, on Its
label or labeling as hereinafter indicated,
the following:

(1) On the outside wrapper or con-
tainer and the immediate container:

(I) The batch mark;
(ii) The number of milligrams in each

capsule of the batch; and
(III) The statement "Exmpiration date

" the blank being filled in
with the date which is 60 months after
the month during which the batch was
certified: Provided, howerer That such
expiration date may be omitted from the
immediate container if such immediate
container is packaged in ani mdividual
wrapper or container.

(2) On the outside wrapper or con-
tainer:

(I) The statement "Caution: Federal
law prohibits dispensing without pre-
scription," unless it is packacd for dis-
pensing and It Is intended solely for
veterinary use and is consplcuously so
labeled.
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(if) If It Is paeaged for disp3.nn
and it Is intended for use by man, a ref-
erence SP2ecifically Identifying a readily
available medical publication containm
information (including contraindicationz
and pozible sensitization) adequate for
the uze of such drug by practitioners
licensed by law to administer it; or a
reference to a brachure or other printed
matter containing such information, and
a statement that such brochure or other
printed matter will be sent on request:
Provided, however, That this raferenc3
may be omitted if the information is
contained in a circular or other labeling
within or attached to the pacl'age.

(3) On the circular or other labeling
within or attached to the package, if it is
packaged for dispensing and it is in-
tended colely for veterinary use and is
conspicuouzly so labeled, adequate direc-
tono and warnings for the veterinary use
of such drug by the laity. Such circular
or oEher labeling may alzo bear a state-
ment that a brochure or other printed
matter containing information for other
vcterinary uses of such drug by a veteri-
nrrm liccn nd by law to aamiister it
will be sent to such veterinarian on re-
quest.

(d) Rcquezts for certification; cam-
V'es. (1) In addition to complying with
the requirements of § 145.2 of this
chapter, a person who requests c'rti-
fication of a batch of chioramphenicol
cap ues shall submit with his re-
quest a statement showing the batch
marl:, the number of pacl-ages of
each size in such batch, the batch mark
and (unless It was previously submitted)
the date on which the latest assay of
the chlora-mphenlcol uzd In mfind such
batch was completed, the number of mil-
ligrams in each capsule, the quantity of
each ingredient used in making the
batch, the date on which the latest azsay
of the drug comprIsing such batch ras
completed, and a statement that each
Ingredient uscd In mating the batch con-
form to the requirements prescribed
therefor, If any, by this section.

(2) D .cept as othervise provided In
subparagraph (4) of this para ph,
such pezrson shell submit in connection
with his request results of the tests and

iays lioted after each of the following,
made by him on an accurately repre-
sentative sample of:

U) The batch; average potency par
capnle.

(if) The chioramphanicol used in
mal:Ing the batch; potency, toxicity,
s.ecifi rotation, melting point, and ex-
tinction co:Miclent.

(3) i ept -s otherwise provided by
subparagraph (4) of this paragraph.
Such pe=on shall submit in connection
with his rcquest, In the quantities here-
inafter indicated, accurately reprezenta-
tive samples of the following:

(i) The batch; one capsule for each
5,000 capsules in the batch, but in no
case les3 than 20 capsules or more than
100 capsules, collected by t.-mrg sinTle
capsules at such intervals throughout
the entire time of preparation that the
quantities encapsulated during the In-
tervalz are approximately equal.

(ii) The chloramphenicol used in mak-
Ing the batch; ten packages, each con-
taining approximately equal portions of
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not less than 300 milligrams each, pack-
aged in accordance with the require-
ments of § 146d.301 (b)

(ill) In case of an initial request for
certification, each diluent, lubricant,
coloring, and flavoring used in making
the batch; one package of each contain-
ing approximately 5 grams.

(4) No result referred to in subpara-
graph (2) (ii) of this paragraph, and
no sample referred to in subparagraph
(3) (i) of this paragraph, is required
if such result or sample has been pre-
viously submitted.

(e) Fees. The fee for the services
rendered with respect to each batch of
chloramphenicol capsules under the
regulations in this part shall be:

(1) $1.00 for each capsule in the sam-
ple submitted in accordance with para-
graph (d) (3) (i) of this section, $4.00
for each package in the samples sub-
mitted in accordance with paragraph

d) (3) (i) and (iI) of this section; and
(2) If the Commissioner considers

that investigations, other than examina-
tion of such capsules and packages, are
necessary to determine whether or not
such batch complies with the require-
ments of § 146.3 of this chapter for the
issuance of a certificate, the cost of such
investigations.
The fee prescribed by subparagraph (1)
of this paragraph shall accompany the
request for certification unless such fee
Is covered by an advance deposit main-
tained in accordance with § 146.8 (d)
of this chapter.

§ 146d.303 Chloramphenicol ointment
(chloramphenicol cream)-(a) Stand-
ards of tdentity, strength, quality, and
purity. Chloramphenicol ointment is
chloramphencol in a suitable and harm-
less ointment base, with or without suit-
able and harmless buffer substances,
dispersing and suspending agents. It
may contain cortisone or a suitable tie-
rivative of cortisone. If such base is
water-miscible, it shall contain a suit-
able and harmless preservative. Its
potency is not less than 1.0 milligram
per gram. The chloramphemcol used
conforms to the requirements of
§ 146d.301 (a) except subparagraphs
(2) (4) and (5) of that paragraph.
Each other substance used, if its name is
recognized in the U. S. P or N. F., con-
forms to the standards prescribed there-
for by such official compendium.

(b) Packaging. Unless it is packaged
in a single dose container, choram-
phenicol ointment shall be packaged in
collapsible tubes, wluch shall be well-
closed containers as defined by the
U. S. P., and shall not be larger than the
Y-ounce size if such ointment is repre-
sented for ophthalnuc use, and in no
case larger than the 2-ounce size, ex-
cept that if it is labeled solely for hos-
pital use it may be packaged in imme-
diate containers of glass which meet
the test for tight containers as defined
by the U. S. P. The composition of the
immediate container and closure shall
be such as will not cause any change in
the strength, quality or purity of the
contents beyond any limit therefor in
applicable standards, except that minor
changes so caused which are normal
and unavoidable in good packaging,

storage, and distribution practice shall
be disregarded.

(c) Labeling. Each package of chlor-
amphemcol ointment shall bear on its
label or labeling as hereinafter indi-
cated, the following:
(1) On the outside wrapper or con-

tamer and the immediate container:
(i) The batch mark;
(ii) The number of milligrams of

chloramphemeol per gram of the batch
or in each single-dose container;

(iii) If it contains cortisone or a de-
rivative of cortisone, or preservatives,
the name and quantity of each such in-
gredient; and

(iv) The statement "Expiration date
-.." the blank being filled in with

the date that is 60 months, or 24 months
if it is packaged in immediate containers
other than tin or glass, or 12 months if
the ointment base is water-nscible,
after the month during which the batch
was certified: Provided, however That
such expiration date may be omitted
from the immediate container if such
immediate container is packaged in an
individual wrapper or container.
(2) On the outside wrapper or con-

tamer:
(i) The statement "Caution: Federal

law prohibits dispensing without pre-
scription," unless it is packaged for dis-
pensing and it is intended solely for
veterinary use and is conspicuously so
labeled.

(ii) If it is packaged for dispensing and
it is intended for use by man, a reference
specifically identifying a readily avail-
able medical publication containing in-
formation (including contraindications
and possible sensitization) adequate for
the use of such drug by practitioners
licensed by law to adminter it; or a ref-
erence to a brochure or other printed
matter containing such information, and
a statement that such brochure or other
printed matter will be sent on request:
Provided, however That this reference
may be omitted if the information is con-
*taned in a circular or other labeling
within or attached to the package.

(3) On the circular or other labeling
within or attached to the package, if
it is packaged for dispensing and it is
intended solely for veterinary use and
is conspicuously so labeled, adequate
directions and warnings for the veter-
inary use of such drug by the laity.
Such circular or other labeling may also
bear a statement that a brochure or
other printed matter containing infor-
mation for other veterinary uses of such
drug by a veterinarian licensed by law
to administer it will be sent to such
veterinarian on request.

(4) On the label and labeling, if it
contains one of the active ingredients
specified in paragraph (a) of this sec-
tion, after the name "chloramphenicol
ointment," wherever it appears, the name
of the active ingredient, in juxtaposition
with such name.
(d) Request for certification; samples.

(1) In addition to complying with the
requirements of § 146.2 of this chap-
ter, a person who requests certi-
fication of a batch of chloramphen-
icol ointment shall submit with his
request a statement showing the
batch mark, the number of packages of

each size In such batch, the batch marlt
and (unless It was previously submitted)
the date on which the latest assay of the
chloramphencol used in making such
batch was completed, the quantity of
each ingredient used in making the
batch, the date on which the latest assay
of the drug comprising such batch was
completed, and that each component of
the ointment base used conforms to the
requirements prescribed therefor by this
section.

(2) Except as otherwise provided by
subparagraph (4) of this paragraph,
such person shall submit In connection
with his request results of the tests and
assays listed after each of the following,
made by him on an accurately represen-
tative sample of:

(i) The batch; average potency per
gram.

(ii) The chloramphencol used in
making the batch; potency, toxicity, p-1,
specific rotation, melting point, and ex-
tinction coefficient.

(3) Except as otherwise provided by
subparagraph (4) of this paragraph,
such person shall submit with his re-
quest, in the quantities hereinafter Indi.
cated, accurately representative samples
of the following:

(i) The batch, I package for each
5,000 packages in the batch, but in no
case less than 5 packages or more than
12 packages if it Is packaged In immedi-
ate containers of tin or glass, and not
less than 20 Immediate containers or
more than 100 immediate containers if
it Is packaged In Immediate containers
other than tin or glass, collected by tak-
ing single packages at such Intervals
throughout the entire time of packaging
the batch that the quantities packaged
during the intervals are approximately
equal.

(11) The chloramphenicol used In
making the batch; 10 packages, each
containing approximately equal portions
of not less than 300 milligrams, pack-
aged In accordance with the requhie-
ments of § 146d.301 (b)

(iii) In case of an Initial request for
certification, each other ingredient used
In making the batch; one packago of
each containing approximately 200
grams, except if cortisone or a derivative
of cortisone Is used, such package shall
contain approximately 100 milligrams,

(4) No result referred to In subpara-
graph (2) (i) of this paragraph, and no
sample referred to In subparagraph (3)
(it) of this paragraph, is required If such
result or sample has been previously sub-
mitted.

(e) Fees. The fee for the services
rendered with respect to each batch un-
der the regulations In this part shall be:

(1) $4.00 for each multiple-dose pack-
age or $1.00 for each single-dose con-
tainer in the sample submitted in ac-
cordance with paragraph (M) (3) (1) of
this section, and $4.00 for each pack.
age in the samples submitted In accord-
ance with paragraph d) (3) (i) and
(i1) of this section; and

(2) If the Commissioner considers
that investigations other than examina-
tion of such packages are necessary to
determine whether or not such batch
complies with the requirements of
§ 146.3 of this chapter for the issuance
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of a certificate, the cost of such inves-
tigations.
The fee prescribed by subparagraph (1)
of this paragraph shall accompany the
request for certification unless such fee
is covered by an advance deposit main-
tamed in accordance with § 146.8 (d)
of this chapter.

§ 146d.304 Chloramphencol opldhta!-
m -zc(a) Standards of 2dentity,
strength, quality, and purity. Chloram-
phemcol ophthalmic is chloramphenicol,
with or without one or more suitable and
harmless preservatives, buffer sub-
stances, and diluents. It may contain
cortisone hydrocortisone, or a suitable
ester of cortisone or hydrocortisone. It is
sterile. The chloramphemcol is of such
quantity that when prepared as directed
in its labeling the potency of such solu-
tion or suspension is not less than 1.0
milligram per milliliter and maintains
its labeled potency after it has been kept
for 10 days at room temperature. Such
solution or suspension has a pH of
7.3±0.2. The chloramphemcol used con-
forms to the requirements of § 146d.301
(a) except subparagraphs (2) (4) and
(5) of that paragraph. Each other in-
gredient used, if its name is recognized
in the U. S. P or N. F., conforms to the
standards prescribed therefor by such
official compendium.

(b) Packagzng. The immediate con-
tamer of chloramphemcol ophthalmic
shall be a tight container as defined by
the U. S. P. Its closure shall be one
through which a hypodermic needle can-
not be introduced. The composition of
the immediate container and closure
shall be such as will not cause any
change in the strength, quality, or purity
of the contents beyond any limit there-
for in applicable standards, except that
minor changes so caused winch are
normal and unavoidable in good pack-
aging, storage, and distribution practice
shall be disregarded. Each such con-
tamer may be packaged in combination
with a container of the solvent, sterile
distilled water U. S. P

(c) Labeling. Each package shall
bear on its label or labeling, as herein-
after indicated, the following:
(1) On the outside wrapper or con-

tamer and the immediate container:
(D The batch mark;
(ii) The number of milligrams of

chloramphenicol in the immediate
container;

(ii) The statement "Expiration date
.... the blank being filled in with

the date wnch is 60 months after the
month during which the batch was cer-
tified: Provided, however That such ex-
piration date may be omitted from the
immediate container if such immediate
container is packaged in an individual
wrapper or container;

iv) If it is packaged in combination
with a container of a solvent the state-
ment "Warning-Not for mnection;"

v) If it contains cortisone, hydro-
cortisone, or an ester of cortisone or
hydrocortisone, or preservatives, the
name and quantity of each such sub-
stance.

(2) On the outside wrapper or con-
tamer:
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(i) The statement "Caution: Federal
law prohibits dispensing without pre-
scription," unless it is packaged for dis-
pensing and it is intended solely for
veterinary use and Is conspicuous-ly co
labeled.

di) If it Is packaged for dispen ing
and It Is intended for uce by man, a
reference specifically Identifying- a read-
ily available medical publication con-
taming information (including contra-
indications and pozsible sensitizatlon)
adequate for the ue of such drug by
practitioners licensed by law to admin-
ister it; or a reference to a brochure or
other printed matter containing such
information, and a statement that such
brochure or other printed matter will be
sent on request: Proulded, howcevcr
That this reference may be omitted if
the information is contained in a circu-
lar or other labeling within or attached
to the package.

(3) On the circular or other labelingwithin or attached to the package, If It
is packaged for dLcnsing and It is in-
tended solely for veterinary use and Is
conspicuously so labeled, adequate direc-
tions and warnings for the veterinary
use of such drug by the laity. Such cir-
cular or other labeling may also bear a
statement that a brochure or other
printed matter containing information
for other veterinary uses of such drug by
a veterinarian licensed by law to ad-

inister It will be sent to such veter-
inarian on request.

(4) On the label and labeling, If It
contains one of the active ingredients
specified in paragraph (a) of this sec-
tion, after the name "chloramphenicol
ophthalmic," wherever it appears, the
name of the ingredient in juxtaposition
with such name.
(d) Request for certification; camples.

(1) In addition to complying v.ith the re-
quirements of § 14G.2 of this chapter, a
person who requests certification of a
batch of chloramphenicol ophtbalmic
shall submit with his requcst a ctatement
showing the batch mark, the number of
packages of each size in such batch, the
batch mark and (unlezs previously sub-
mitted) the date on which the latzst
assay of the chloramphenicol uzed in
making such batch was completed, the
number of milligrams of ctlorampheni-
col in each immediate container, the
date on which the latest assay of the
drug comprising such batch was com-
pleted, the quantity of each other in-
gredient used in making the batch, and
a statement that each such ingredient
conforms to the requirements prezcrbed
therefor by this section. If such batch
or any part thereof is to be packaged
with a solvent, such request shall alo be
accompanied by a statement that such
solvent conforms to the requirements
prescribed therefor by this section.

(2) Except as otherwise provided in
subparagraph (4) of this paragraph, such
person shall submit in connection with
ns request results of the tests and asays

listed after each of the following, made
by him on an accurately representative
sample of:
(i) The batch; potency, sterillty, and

PH of the solution or suspension pre-
pared as directed in its labeling.
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(1 T'he ehloramphenicol use mi n 
T-

ing the batch; pot-:ncy, tozicity, pH, spe-
cific rotation, melting point, and extinc-
tion ezfllclent.

43) Ecept as otherwize provided by
subpmraph (4) of this paragraph, such
percon shall submit in connection with
his request, in the quantities hereinafter
Indicated, accuratly rEprezentative sam-
pl- of the following:

(i) The batch:
(a) For all tests except sterility, one

immediate container for each 5,090 in-
mcdlat2 containers in the batch, but in
no case less than 5 immediate contain-
ers or more than 12 immediate con-
tai erz.

(b) For stcrillty testing; 10 mediate
containers.
Such campl s shall be collected by talan;
single immediate containers at such in-
tervals throu hout the entire time of
packa'ing the batch that the quantities
packared during the intervals are ap-
pro imately equal.

(if) Thechloranmphenicolusedinmak-
In- the batch; 10 packages., each con-
taining approimiately equal portions of
not less than 300 mIlligrams, pacfaged
in accordance with the requirements of0 G.301 (b)

(III) In case of an Initial request for
certification, each other ingredient use-d
In makIng the batch; one package of each
conta ning aproximately 5.0 grams, ex-
cept If cortisone acetate is used, such
package shall contain approximately 100
mfllgrams.

(4) No result referred to in subpara-
graph (2) (it) of this paragraph, and no
sample referred to in subparagraph (3)

II) of this paragraph, is required if such
result or sample has been previously sub-
mitted.

(e) Fees. The fee for the servicas
rendered with respect to each batch un-
der the reglations In this part shall be:

(1) 1,400 for each immediate con-
taincr or Package in the samples sub-
mitted in accordance with paragraph
Cd) (3) (1) (a) (M), and (iii) of this
section.

(2) If the Commissioner considers
that Invcstigcations other than examina-
tion of such immediate containers are
necessay to determine whether or not
such batch complies with the require-
ments of § 146.3 of this chapter for the
Is uance of a certificate, the cost of such
investigations.
The fee prezeribed by subparagraph (1)
of this paragraph shall accompany the
request for certification, unless such fee
is covered by an advance deposit mam-
tained in accordance with 9 146.8 (d)
of this chapter.

5 140d.305 Chloramphencol palmz-
tatc(a) Standards of identzty,
strength, quality, and purity. Chloram-
phenicol palmitate Is the white to gray-
ish-white, tastelezs, crystalline palmttic
acld ester of chloramphenicoL It is so
purified and dried that:

(1) It contains not lezs than 555 ml-
cro-r-rm of chloramphenicol per milli-
gram.

(2) It is nontoxic.
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(3) Its melting point is 89°'L3 ° C.
(4) Its extinction coefficient E11% is

178--6 at 271 mju when measured in abso-
lute ethanol.
The chloramphemcol used conforms to
the requirements of § 146d.301 (a) ex-
cept subparagraphs (2) (4) and (5) of
that paragraph.

(b) Packaging. In all cases the im-
mediate containers shall be tight con-
tainers as defined by the U. S. P and
shall be of such composition as will not
cause any change m the strength, qual-
ity, or purity of the contents beyond any
limit therefor in applicable standards,
except that minor changes so caused
which are normal and unavoidable m
good packaging, storage, and distribu-
tion practice shall be disregarded.

(c) Labeling. Each package of chlor-
amphemcol palmitate shall bear on its
outside wrapper or container and the
immediate container, as hereinafter in-
dicated, the following:

(1) The batch mark.
(2) The number of grams in the im-

mediate container and the number of
milligrams of chloramphenicol per gram.

(3) The statement "Expiration date
-. ." the blank being filled in

with the date which is 48 months after
the month during which the batch was
certified: Provided, however That such
expiration date may be omitted from the
immediate container if such immediate
container is packaged in an individual
wrapper or container.

(4) The statement 'or manufactur-
ing use only."

(5) The statement "Caution: Fed-
eral law prohibits dispensing without
prescription."
(d) Request for certification; samples.

(1) In addition to complying with the
requirements of § 146.2 of this chap-
ter, a person who requests certi-
fication of a batch of chloramphe-
nicol palmitate shall submit with his
request a statement showing the batch
mark, the number of packages of
each size in the batch and (unless it was
previously submitted) the date on which
the latest assay of the drug comprising
such batch was completed. Such request
shall be accompanied or followed by re-
sults of tests and assays made by him
on the batch for potency, toxicity, melt-
ing point, and extinction coefficient.

(2) Such person shall submit with his
request a sample containing 10 approxi-
mately equal portions of at least 300
milligrams, each taken from different
parts of such batch; each such portion
shall be packaged in a separate con-
tainer and in accordance with the re-
quirements of paragraph (b) of this
section.
(e) Fees. The fee for the services

rendered with respect to each batch
under the regulations in this part shall
be:

(1, $4.00 for each immediate con-
tainer submitted in accordance with
paragraph (d) (2) of this section.

(2) If the Commissioner considers
that investigations other than examina-
tion of such immediate containers are
necessary to determine whether or not
such batch complies with the require-

ments of § 146.3 of this chapter for the
issuance of a certificate, the cost of such
investigations.
The fee prescribed by subparagraph (1)
of this paragraph shall accompany the
request for certification unless such fee
is covered by an advance deposit main-
tamed in accordance with § 146.8 (d)
of this chapter.

§ 146d.306 Chloramphencol palmitate
oral suspension-Ca) Standards of iden-
tity, strength, quality, and purity. Chlor-
amphemcol palmitate oral suspension is
chloramphemcol palmitate and one or
more suitable and harmless buffer sub-
stances, suspending agents, preserva-
tives, colorings, and flavorings, with or
without one or more suitable and harm-
less vitamin substances, suspended in a
suitable and harmless vehicle. It con-
tains not less than 30 milligrams of
chloramphenicol per milliliter. Its pH
is not less than 4.5 and not more than
7.0. The chloramphemcol palmitate
used conforms to the requirements of
§ 146d.305 (a) Each other substance
used, if its name is recognized in the
U. S. P or N. F., conforms to the stand-
ards prescribed therefor by such official
compendium.

(b) Packaging. In all cases the im-
mediate container shall be a tight con-
tainer as defined.by the U. S. P and shall
be of such composition as will not cause
any change in the strength, quality, or
purity of the contents beyond any limit
therefor in applicable standards, except
that minor changes so caused which are
normal and unavoidable in good packag-
ing, storage, and distribution practice
shall be disregarded.

(c) Labeling. Each package of chlor-
amphemcol palmitate oral suspension
shall bear on its label or labeling, as
hereinafter indicated, the following:

(1) On the outside wrapper or con-
tamer and the immediate container:

(i) The batch mark.
(il) The number of milligrams of

chloramphemcol per milliliter.
(iii) The name and quantity of each

preservative, and if it contains vitamin
substances, the name and quantity of
each such ingredient used in making
the batch.

(iv) The statement "Expiration date
..-. " the blank being filled in with

the date which is 48 months after the
month during which the batch was cer-
tified, or with the date that is 24 months
after the month during which the batch
was certified if it contains one or more
vitamin substances: Provided, however
That such expiration date may be omit-
ted from the immediate container if such
immediate container is packaged in an
individual wrapper or container.

(2) On the outside wrapper or con-
tamer-

(i) The statement "Caution: Federal
law prohibits dispensing without pre-
scription," unless it is packaged for dis-
pensing and it is intended solely for
veterinary use and is conspicuously so
labeled.

(ii) If it is packaged for dispensing
and it is intended for use by man, a
reference specifically identifying a read-
ily available medical publication con-
taming information (including contra-

indications and possible sensitization)
adequate for the use of such drug by
practitioners licensed by law to admin-
ister it; or a reference to a brochure or
other printed matter containing such In.
formation, and a statement that such
brochure or other printed matter will be
sent on request: Provided, however, That
this reference may be omitted if the
information is contained in a circular or
other labeling within or attached to the
package.

(3) On the circular or other labeling
within or attached to the package, if it
is packaged for dispensing and it is In-
tended solely for veterinary use and Is
conspicuously so labeled, adequate di-
rections and warnings for the veteri-
nary use of such drug by the laity. Such
circular or other labeling may also bear
a statement that a brochure or other
printed matter containing Information
for other veterinary uses of such drug
by a veterinarian licensed by law to ad-
minister it will be sent to such veterinar-
ian on request.

(4) On the label and labeling, if it con-
tams one or more vitamin substances,
after the name "chloramphenlcol palmi-
tate oral suspension," wherever it ap-
pears, the words "with vitamin --- _1
(the blank being filled in with the name
of the vitamin Ingredient used) or "with
vitamins" (if it contains more than one
vitamin ingredient), In juxtaposition
with such name.

Cd) Request for certification, samples.
(1) In addition to complying with the
requirements of § 146,2 of this chap-
ter, a person who requests certi-
fication of a batch shall submit
with Ins request a statement showing
the batch mark, the number of
packages of each size In such batch, the
batch mark, and (unless It was previ-
ously submitted) the date on which the
latest assay of the chloramphenicol
palmitate used In making such batch
was completed, the date on which the
latest assay of the drug comprising such
batch was completed, the quantity of
each Ingredient used In making the
batch, and a statement that each such
ingredient conforms to the requirements
prescribed therefor by this section.

(2) Except as otherwise provided by
subparagraph (4) of this paragraph,
such person shall submit in connection
with his request results of the tests and
assays listed after each of the follow-
ing, made by him on an accurately rep-
resentative sample of:

(I) The batch; average potency per
milliliter, pH.

(ii) The chloramphenicol palmitate
used in making the batch; potency,
toxicity, melting point, extinction coil-
cdent.

(3) Except as otherwise provided by
subparagraph (4) of this paragraph,
such person shall submit with his re-
quest, in the quantities hereinafter In-
dicated, accurately representative sam-
ples of the following:

(i) The batch; one package for each
5,000 packages in the batch, but In no
case less than 5 or more than 12 pack-
ages, -collected by taking single pack-
ages at such Intervals throughout the
entire time of packaging the batch that
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the quantities packaged during the in-
tervals are approimately equal

(ii) The chloramphenicol palmitate
used in making the batch; 10 packages,
each containing approximately equal
portions of not less than 300 milligrams,
packaged in accordance with the re-
quirements of § 146d.305 (b)

(ii) In the case of an initial request
for certification, each other ingredient
used in making the batch; one package
of each containing approximately 5
grams.

(4) No result referred to in subpara-
graph (2) (ii) of this paragraph, and no
sample referred to in subparagraph (3)
(ii) of this paragraph, is required if such
result or sample has been previously
submitted.

(e) Fees. The fee for the services
rendered with respect to each batch
under the regulations in this part shall
be:

(1) $4.00 for each package in the sam-
ples submitted in accordance with para-
graph (d) (3) (i) (ii) and (iii) of this
section.

(2) If the Commissioner considers
that investigations other than examina-
tion of such packages are necessary to
determine whether or not such batch
complies with the requirements of § 146.3
of this chapter for the issuance of a cer-
tificate, the cost of such investigations.
The fee prescribed by subparagraph (1)
of this paragraph shall accompany the
request for certification unless such fee
Is covered by an advance deposit main-
tamed in accordance with § 146.8 (d)
of this chapter.

§ 146d.307 Chloramphenzcol solution;
chlzoramphenzcol for aqueous znjection--
(a) Standards of identity, strength,
quality, and purity. Chioramphemcol
solution is chloramphenicol, with or
without one or more suitable and harm-
less buffer substances, dissolved in one
or more suitable and harmless solvents.
Chloramphemcol for aqueous injection
is a dry mixture of chloramphemcol and
one or more suitable and harmless sus-
pending or dispersing agents, buffer sub-
stances, and preservatives. It is so
purified that:

(1) If it is the solution of the drug,
its potency is 250 milligrams per milli-
liter.

(2) It is sterile.
(3) It is nontoxic.
(4) It is nonpyrogenic.
(5) It contains no histamine nor his-

tamine-like substances.
(6) If it is chloramphemcol solution,

its pH is not less than 4.7 and not more
than 5.0. If it is the dry mixture of the
drug, the pH of a suspension prepared
as directed in its labeling is not less than
4.5 and not more than 7.5.
The chloramphemcol used conforms to
the requirements of § 146d.301 (a) Each
other ingredient used, if its name is
recognized in the U. S. P or N. F., con-
forms to the standards prescribed there-
for by such official compendium.

(b) PacLkagzng. In all cases the un-
mediate container shall be a tight con-
tamer as defined by the U. S. P., shall be
sterile at the time of filling and clozing,
shall be so sealed that the contents can-
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not be used without destroying the seal,
and shall be of such composition as will
not cause any change in the strength,
quality, or purity of the contents beyond
any limit therefor in applicable stand-
ards, except that minor changes so
caused which are normal and unavoid-
able in good packaging, storage, and dis-
tribution practice shall be disregarded.
In case It is packaged for dispensing and
it Is the solution of the drug, It shall be in
hermetically sealed, colorles, tranpar-
ent glass ampuls, each of which shall
contain 2.0 mIlliliters. If It i packaged
for dispensing and it Is the dry mixture
of the drug, it shall be in colorlecs, trans-
parent glass containers, closed by a sub-
stance through which a hypodermic
needle may be introduced and withdrawn
without removing the closure or destroy-
ing its effectiveness, and each such con-
tainer shall contain 1.0 gram or 2.0 grams
of chloramphenicol.

(c) Labeling. Each package shall bear
on its label or labeling as hereinafter
indicated, the following:

(1) On the outside wrapper or con-
tainer and the Immediate container:

(I) The batch mark.
(I) If it is the solution of the drug,

the number of milligrams of chloram-
phenicol in each milliliter of the batch;
and if it is the dry mixture of the drug,
the number of grams of chloramphenl-
col in each immediate container.

(III) The statement "Expiration date
-..." the blank being filled In with

the date which is 12 months after the
month during which the batch was cer-
tified if it is the solution of the drug, or
48 months after the month during which
the batch was certified If It is the dry
mixture of the drug: Providcd, hozwver,
That such e.xpiration date may be
omitted from the immediate container
if such immediate container Is packaged
in an individual wrapper or container.

(iv) If it is the solution of the drug,
the name of each solvent used; and if It
is the dry mixture of the drug, the name
and quantity of each preservative used.

(v) If it is the dry mixture of the drug,
the statement "For intramuscular use
only."

(2) On the outside wrapper or con-
tainer, the statement "Caution: Federal
law prohibits dispensing without pre-
scription," unless It Is packaged for dis-
pensing and It is intendcd solely for
veterinary use and is conspicuously so
labeled.

(3) On the circular or other labeling
within or attached to the package, if It Is
packaged for dispensing:

(I) If it is intended for use by man,
adequate directions and warnings for its
use by practitioners licensed by law to
administer such drug.

(ii) If It is Intended solely for veteri-
nary use and is conspicuously so labMled,
adequate directions and warnings for the
veterinary use of such drug by the laity.
Such circular or other labeling may aLo
bear a statement that a brochure or other
printed matter containing information
for other veterinary uses of such drug
by a veterinarian licensed by law to ad-
minister It will be sent to such veteri-
narian on request.

(d) Request for certification; sam-
ples. (1) In addition to complying with
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the requirements of § 146.2 of this
chapter, a person who requests cer-
tification of a batch s submit
with his request a statement sho-.-g
the batch marl:, the number of
packagc3 in the batch, the number of
milligrams or drams in each of such
packages, the date on which the
latest asay of the drug comprising the
batch was completed, the batch mark
and (unless It was previously submitted)
the date on which the latest asay of
the chloramphencol used in making
such batch was completed, the quantity
of each ingredient used In miakng the
batch, and a statement that each such
ingredient conforms to the requirements
prezcribed therefor by this section.

(2) Except as otherwise provided by
subparagraph (4) of this paragraph,
such p=rson shall submit in connection
with his request results of tests and
asys listed after each of the following,
made by him on an accurately represent-
ative sample of:

(1) The batch; potency, sterility, tox-
Icity, pyrogenz, histamine content, and
pH.

(D rnhe chloramphenicol used in
making the batch; potency, specific ro-
tation, melting point, and extinction
coeMclent.

(3) Except as otherzise provided by
subparagraph (4) of this paragraph,
such person shall submit in connection
with his request, in the quantities here-
inafter indicated, accurately represent-
ative samples of the following:

(1) The batch:
(a) For all tests except sterility- one

immediate container for each 5,000 im-
mediate containers in such batch, but in
no case less than 8 or more than 15
Immediate containers.

(b) For terility testing; 10 immediate
containers.
Such samples shall be collected by taking
single Immediate containers at such in-
tervals throughout the entire time of
rackaging the batch that the quantities
packaged during the intervals are ap-
proximately equal.

(i) The chloramphenicol used in
maling the batch; two immediate con-
talners containing approxImately 300
milligrams each, packaged in accord-
ance with the requirements of § 146d201
(b).

(I1) In case of an initial request for
certification, each ingredient (unless it is
recognized by the U. S. P. or 11. F.) usd
in making the batch; one pacLage of
each, containing approximately 5 grams.

(4) N o result referred to in subpara-
graph (2) (1) of this paragraph, and no
sample referred to in subparagraph (3)
(i) of this par:agraph, is required if such
result or cample has bzen previously sub-
mitted.

(e) Fees. The fee for the services ren-
dered with respect to each batch under
the regulations in this part shall be:

(1) 10.00 for each immediate con-
tainer in the sample submitted in ac-
cordancewithparag-aph (d) (3) (1) (a)
of this scction; 34.00 for each pacmage
in the samples submitted in accordance
with paragraph (d) (3) (II) and (iii)
of this section.
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(2) If the Commissloner considers that
investigations, other than examination
of such immediate containers, are nec-
essary to determine whether or not such
batch complies with the requirements of
§ 146.3 of this chapter for the issuance
of a certificate, the cost of such investi-
gations.
The fee prescribed by subparagraph (1)
of this paragraph shall accompany the
request for certification unless such fee
Is covered by an advance deposit main-
tamed in accordance with § 146.8 (d)
of this chapter.

§ 146d.308 Chloramphenzcol o t zc;
chloramphenicol topzcal-(a) Standards
of identity, strength, quality, and purity.
Chloramphemeol otic and chloramphen-
icol topical is chloramphenicol, with or
without ethyl ammobenzoate, in a suit-
able and harmless vehicle. The potency
of the solution is not less than 5 milli-
grams per milliliter. Its moisture con-
tent is not more than 2 percent. Its pH
is not less than 4 and not more than 8.
The chloramphemcol used conforms to
the requirements of § 146d.301 (a) ex-
cept subparagraphs (2) (4) and (5) of
that paragraph. Each other ingredient
used, if its name is recognized in the
U. S. P. or N. F., conforms to the stand-
ards prescribed therefor by such official
compendium.

(b) Packaging. Each immediate con-
tainer shall be a tight container as de-
fined by the U. S. P. and shall be of such
composition as will not cause any change
in the strength, quality, or purity of the
contents beyond any limit therefor in
applicable standards, except that minor
changes so caused which are normal and
unavoidable in good packaging, storage,
and distribution practice shall be dis-
regarded.

(c) Labeling. Each package shall
bear on its label or labeling, as herein-
after indicated, the following:

(1) On the outside wrapper or con-
tainer and the Immediate container:

(I) The batch mark.
(ii) The number of milligrams of

chloramphemcol, and if it contains ethyl
aminobenzoate, the quantity of such in-
gredient in each milliliter of the batch.

(ill) The statement "Expiration date
-. " the blank being filled in

with the date which is 12 months after
the month during which the batch was
certified: Provided, however That such
expiration date may be omitted from the
immediate container if such immediate
container is packaged in an individual
wrapper or container.

(v) The statement "Warning-For
external use only."

(2) On the outside wrapper or con-
tainer"

(I) The statement "Caution: Federal
law prohibits dispensing without pre-
scription," unless it is packaged for dis-
pensing and it is intended solely for
veterinary use and is conspicuously so
labeled.

(ii) If it is packaged for dispensing
and it is intended for use by man, a refer-
ence specifically identifying a readily
available medical publication containing
information (including contraindica-
tions and possible sensitization) ade-
quate for the use of such drug by practi-

tioners licensed by law to administer it;
or a reference to a brochure or other
printed matter containing such rnforma-
tion, and a statement that such brochure
or other printed matter will be sent on
request: Provided, however, That this
reference may be omitted if the infor-
mation is contained in a circular or other
labeling within or attached to the pack-
age.

(3) On the circular or other labeling
within or attached to the package, if it Is
packaged for dispensing and it is intend-
ed solely for veterinary use and is con-
spicuously so labeled, adequate directions
and warnings for the veterinary use of
such drug by the laity.

(d) Request for certification, samples.
(1) In addition to complying with the
requirements of § 146.2 of this chap-
ter, a person who requests certifi-
cation of a batch shall submit with
his request a statement showing the
batch mark, the number of packages
of each size in such batch the batch
mark, and (unless it was previously
submitted) the date on which the latest
assay of the chloramphenicol used in
making the batch was completed, the
number of milligrams of chaloramphen-
icol in each milliliter of the batch, the
date on which the latest assay of the
drug comprising such batch was com-
pleted, the quantity of each other in-
gredient used in making the batch, and
a statement that each such ingredient
conforms to the requirements prescribed
therefor by this section.

(2) Except as otherwise provided by
subparagraph (4) of this paragraph,
such person shall submit in connection
with his request results of the tests and
assays listed after each of the following,
made by him on an accurately represent-
ative sample of:

(i) The batch; potency, moisture, and
pH.

(ii) The chloramphemcol used In
making the batch; potency, toxicity, pH,
specific rotation, melting point, and ex-
tinction co-efficient.

(3) Except as otherwise provided by
subparagraph (4) of this paragraph,
,such person shall submit in connection
with his request, in the quantities here-
mafter indicated, accurately representa-
tive samples of the following:

(i) The batch; one immediate con-
tamer for each 5,000 immediate con-
tainers in the batch, but in no case less
than 20 immediate containers or more
than 100 immediate containers, collected
by taking single immediate containers,
before or after labeling, at such intervals
throughout the entire time of packaging
the batch that the quantities packaged
during the intervals are approximately
equal.

(ii) The chioramphenicol used in
making the batch; 10 packages, each
containing approximately equal portions
of not less than 300 milligrams, pack-
aged in accordance with the require-
ments of § 146d.301 (b)

(itl) In case of an initial request for
certification, each other ingredient used
in making the batch; one package of
each containing approximately 5.0
grams.

(4) No result referred to In subpara-
graph (2) (Ii) of this paragraph, and no

sample referred to In subparagraph (3)
() of this paragraph, Is required If such
result or sample has been previously sub-
mitted.
(e) Fees. The fee for the services

rendered with respect to each batch
under the regulations In this part shall
be:

(1) $1.00 for each immediate con-
tainer in the sample submitted In accord-
ance with paragraph (d) (3) (1) of this
section; $4.00 for each package in the
samples submitted in accordance with
paragraph d) (3) (11) and (il) of this
section.

(2) If the Commissioner considers
that Investigations other than examina-
tion of such immediate containers are
necessary to determine whether or not
such batch complies with the reqUire-
ments of § 146.3 of this chapter for the
issuance of a certificate, the cost of such
investigations.
The fee prescribed by subparagraph (1)
of this paragraph shall accompany the
request for certification, unless such fee
is covered by an advance deposit main-
tained in accordance with § 140.8 (d)
of this chapter.

§ 146d.309 Chloramphencol-strepto-
myczn capsules; chloramphenicol-dilzy-
drostreptomycin capsules. (a) Chlor-
amphenicol-streptomycin capsules and
chloramphenicol - dihydrostreptomycin
capsules conform to all requirements
prescribed by § 146d.302 for chloram-
phenicol capsules, and are subject to all
procedures prescribed by § 146d.302 for
chloramphenicol capsules, except that:

(1) Each capsule contains not le
than 125 milligrams of chloramphenteol.

(2) Each capsule contains not less
than 125 milligrams of streptomycin or
dihydrostreptomycin. The streptomycin
used conforms to the standard prescribed
therefor by § 146b.101 (a) of this chap-
ter, except subparagraphs (2) and (4)
of that paragraph. The dihydrostrepto,
mycin used conforms to the standards
prescribed therefor by § 146b.103 of this
chapter, except the standards for steril-
ity and pyrogens.

(3) Its moisture content Is not more
than 5 percent.

(4) In lieu of the labeling prescribed
for chloramphenicol capsules by § 146d.-
302 (c) (1) (II) and (ill) each package
shall bear on the outside wrapper or con-
tainer and the Immediate container the
number of milligrams of chloramphent-
col and the number of milligrams of
streptomycin or dihydrostreptomycin In
each capsule of the batch and the state-
ment "Expiration date ----- ," the blank
being filled in with the date which is 24
months after the month during which
the batch was certified: Provided, how-
ever That such expiration date may be
omitted from the Immediate container
if such immediate container Is packaged
in an individual wrapper or container.

(5) In addition to complying with the
requirements of § 146d.302 (d), a person
who requests certification of a batch shall
submit with his request a statement
showing the batch mark and (un-
less it was previously submitted) the re-
sults and the date of the latest tests and
assays of the streptomycin or dihydro-
streptomycin used in making the batch
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for potency, toxicity, histamine content,
moisture, pH, streptomycm content if it
is dihydrostreptomycm, and crystallinity
if it is crystalline dihydrostreptomycm
sulfate. He shall also submit in connec-
tion with his request a sample consisting
of not less than 30 capsules of such batch
and (unless it was previously submitted)
a sample consisting of 5 packages each
containing approximately equal portions
of not less than 500 milligrams of the
streptomycin or dihydrostreptomycin
used in making the batch, packaged in
accordance with the requirements of
§ 146b.101 (b) of this chapter.

(b) The fee for the services rendered
with respect to each immediate container
in the sample of streptomyci or dihy-
drostreptomycm submitted in accordance
with the requirements prescribed there-
for by this section shall be $10.00.

§ 146d.310 Chloramphencol tablets.
Chloramphemcol tablets are tablets that
conform to all requirements and are sub-
ject to all procedures prescribed by
§ 146d.302 for chloramphemcol capsules,
except that the expiration date of such
tablets shall be 24 months after the
month during which the batch was
certified.

§ 146d.311 Chlorampherncol Palm:-
tate-streptomycrn oral susipenswn; chlo-
rampheneoZ palmitate-dihydrostrelpto-
myczn oral suspension. Chloramphem-
col palmitate-streptomycm oral suspn-
sion and chloramphemeol palmitate-
dihydrostreptomycm oral suspension
conform to all requirements and are sub-
3ect to all procedures prescribed by
§ 146d.306 for chloramphemcol palmitate
oral suspension, except that:

(a) It contains not less than 30 milli-
grams of streptomycin or dihydrostrep-
tomyci per milliliter. The streptomycin
used conforms to the standards pre-
scribed by § 146b.101 (a) of this chap-
ter, except § 146b.101 (a) (2) (4) and
(6) The dihydrostreptomycm used
conforms to the standards prescribed
therefor by § 146b.103 of this chapter,
except the standards for sterility, pyro-
gens, and moisture.

(b) In lieu of the directions for label-
ing prescribed by § 146d.306 (c) (1) (ii)
and (iv) each package shal bear on the
outside wrapper or container and the
immediate container the number of mil-
ligrams of chloramphemcol and the
number of milligrams of streptomycm or
dihydrostreptomycm per milliliter, and
its expiration date shall be 24 months
after the month during which the batch
was certified.

(c) n addition to complying with the
requirements of § 146d.303 (d) a person
who requests certification of a batch
shall submit with his request a statement
showing the batch mark and (unless
they were previously submitted) the re-
sults and date of the latest tests and
assays of the streptomycin or dihydro-
streptomycm used in making the batch
for potency, toxicity, histamine content,
pH, streptomycin content if it is dihy-
drostreptomycin, and crystallinity if it
is crystalline dihydrostreptomycm. He
shall also submit in connection with his
request a sample consisting of not less
than 6 packages of the batch and (un-
less it was previously submitted) a
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sample consisting of not le:3 than 5 pac!:-
ages containing approximately equal
portions of not less than 0.5 gram each
of the streptomycin or dihydrostrcpto-
mycin used in making the batch, pack-
aged in accordance with the require-
ments of § 146b.101 (b) of this chapter.

(d) The fee for the servicez rendered
with respect to each immediate con-
tainer in the sample of streptomycin or
dihydrostreptomycin submitted In ac-
cordance with the requirements pre-
scribed therefor by this section shall be
$10.00.

PART 146e-CERTIrxCATION OF 33ACITnRAcnI
AI7D BAcITACnm-Co: TL'Uu Ducs

SMe.

146e.401 Baeltracln.
146e.402 Bacltracin ointment; zinc bad-

tracin ointment.
146e.403 Bacitracin tablet; zinc bacltycin

tablet-; bacitracn ouprcIAto-
rle; zinc bacitracin cupps:l-
torlc:; bacitracin Implantatlon
pellets; zinc bacitracin implan-
tation pellets.

146eA04 Bacitracin troees; zinc baeltracia
troches.

146e.405 Bacltracin with vaoonnstrictor,
bacitracin with

14e.406 Bacltracn-tyrothrlein t r o che c ;
zinc bacltracn-t y r o t h r I c i n
troche.

140e.407 Bacltracin-tyrothlcln ointment.
146eA08 Bacltracin ophthalmic.
146eA09 Bacltracn-polyniyxin ointment.
146e.410 Bacltracln-neomyeln tablets; zinc

bacitracin neomycin tablet3.
14ce.4i1 Bacltracln-neoamycin !ntment;

zinc bacitracln-neomycin oint-
ment.

146eA12 Bacltracn-polymyxin tablcto.
146e.413 Bacltracin-ncomyeln trache3; zinc

bacltracin-neomycin traches.
146c.414 Bacltracin-neomycin with o ,-

contrlctor; bacitracln-neomycln
with

146e.415 Bacltracin-polymy.xn troche:; zinc
bacltracin-polymyxln te :cz.

146e.416 Bacitracin methylene dLallcylate.
146c.417 Powder bacitracin methylene dl-

sahlcylato and ctreptomyla ciul-
fate oral veterinary.

146e.418 Zinc bacltraci,
146e.419 Bacitracin - neomycin - polymyxla

trochea; zinc bacltracn-n ,my-
cia polymyxln trcche.

146e.420 Bacitracin - tyrothricin - neomycin
troches; zinc bacltracin-tyro-
thrlcin-neomycln trache.

146e.421 BacitraeLn - neomycin - pvlymyxtn
tablcta.

14e.42= Bacitracin - polymyxin - neomycin
ointment.

146o.423 Soluble bacitracin methylena dl-
allcylnto.

146e.424 Bacitracin - ncomycin - jpolymynln
with vazocoatrlctor; bacitracin-
neomycln-polymyxin with

146e.425 Bacltracin powder.
14Ce.426 Tableta bacltracin methylene dl-

Ealicylate and ctreptomycin ,ul-
fate oral veterinary.

Aurironr: §§ 14Gc.AOl to 14'CL,4e2O lucd
under sec. 701, 52 Stat. 1055: 21 U. S. C. 371.
Interpret or apply rcc. 507, 59 Stat. 10S, az
amended; 21 U. S. C. 357.

§ 146e.401 Bacitracin-() Standards
of identity, strength, quality, and purity.
Bacitracin is a white to brown, neutral
water-soluble polypeptlde. It is so purl-
fled and dried that:

(1) Its potency Is not les than 40 units
per milligram, except that if It is pack-
aged for dispensing and It is intended for

:yztemic medlcation its potency is not
lcs than 50 units par milligram;

(2) It I sterile;
(3) It Is nontoi:c;
(4) It is nonpyrozenic;
(5) Its moisture content is not more

than 5 percent;
(6) Its pH In aqueous solution of

10,000 units per milliliter is not lezs than
5.5 and not more than 7.5.

(b) Pac?:agi g. In all cases the im-
mediate containers shall be tight con-
tainers as defined by the U. S. P.. shall
be sterila at the time of filling and clos-
ing, shall be so sealed that the contents
cannot be used without destroying the
sea], and shall be of such composition as
rill not cauze any change in the streng-th,
quality, or purity of the contents beyond
any limit therefor in applicable stand-
ards, except that minor changes so
caused which are normal and unavoid-
able In good packaging, storage, and dis-
tribution practice shall be disregarded.
In case It i- pac:aged for dispensing, it
shall be In immediate containers of color-
lezs transparent class, closed by a sub-
stance through which a hypodermic
needle may be Introduced and withdrawn
without removing the closure or de-
stroying Its effectiveness; each such con-
tainer shal contain not more than 60,000
units (unlezs it Is intended solely for
veterinary use and is conspicuously so
labeled) and may be packaged in combi-
nation with a container of the solvent,
water for injection U. S. P., physiological
salt solution U. S. P., or with a container
of an aqueous solution of a suitable
local anesthetic.

(c) Laboling. Each package shall
bear on its lab2l or labeling as herem-
after Indicated, the following:

(1) On the outside wrapper or con-
tainer and the Immediate container:

(I) The batch mark;
(11) The number of units in the im-

mediate container;
(ill) If it Is intended for systemic

medication, the statement "For intra-
muscular use only"*

(iv) The statement "Expiration date
" the blan: being filled in

with the date which is 18 months after
the month during which the batch was
certified, except If it is packaged for di-
pensing and It is intended for systemic
medication the blank shall be filled m
with the date which is 21 months after
the month during which the batch was
certified: Prorided, however That such
eplration date may be omitted from the
immediate container if such immediate
container is packaged in an individual
wrapper or container;

(v) The statement "For manufactur-
ing use." "For repacking," or "For man-
ufacturing use or repacking," as the case
may be, when pacdaged for repacking or
for use as an ingredient In the manu-
facture of another drug.

(2) On the outside wrapper or con-
tainer:

(i) If It is intended for use by man,
the statement "Caution: Federal law
prohibits dispensing without prezrip-
tion."

(11) I It Is intended solely for vet-
erinary use, and Is conspicuously s
labeled, the statement "Caution: Fed-
eral law restrIctz this drug to sale by
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or on the order of a licensed veteri-
narian."

(Wi) If it is packaged for dispensing
and it is intended for systematic medica-
tion the statement "Store in refrigerator
not above 150 C. (590 F.)" or "Store be-
low 150 C. (590 F.) "

(3) On the circular or other labeling
within or attached to the package, if it
is packaged for dispensing, adequate di-
rections and warnings for its use by
practitioners licensed by law to admims-
ter such drug; the conditions under
which such solutions should be stored,
including a reference to their instability
when stored under other conditions; and
the statement "Sterile solution may be
kept in refrigerator for 1 week without
significant loss of potency."

(d) Request for certification, cheek
tests and assays; samples. (1) In addi-
tion to complying with the requirements
of § 146.2 of this chapter, a person
who requests certification of a batch
of bacitracm shall submit with his
request a statement showing the batch
mark, the number of packages of
each size in the batch, the num-
ber of units in each package, and
(unless it was previously submitted) the
date on which the latest assay of the drug
comprising the batch was completed.
Such request shall be accompanied or
followed by the results of tests and assays
made by him on the batch for potency,
sterility, toxicity, pyrogens, moisture,
and pH. If such batch or any part
thereof is to be packaged with a solvent
such request shall also be accompanied
by a statement that such solvent con-
forms to the requirements prescribed
therefor by this section.

(2) If such batch is packaged for dis-
pensing, such person shall submit with
his request an accurately representative
sample of the batch, consisting of the
following:

(i) For all tests except sterility; one
immediate container for each 5,000 im-
mediate containers in such batch, but in
no case less than 6 or more than 13
immediate containers, except if the total
potency contained in such immediate
containers is less than 100,000 units and
a sample of such batch has not been
previously submitted under subpara-
graph (3) or (4) of this paragraph, such
person shall submit, in addition to the
quantity specified herein, one other con-
tainer which contains a quantity suffi-
cient to make the total potency of all-
containers in the sample equal to ap-
proximately 100,000 units.

(ii) For sterility testing; 10 immedi-
ate containers.
Such samples shall be collected by taking
single immediate containers at such in-
tervals throughout the entire time of
packaging the batch that the quantities
packaged during the intervals are ap-
proximately equal.

(3) If such batch is packaged for re-
packing or for use as an ingredient in
the manufacture of another drug, such
Person shall submit with his request an
accurately representative sample of the
batch, consisting of the following:

(I) For all tests except sterility- 6
packages.

(ii) For sterility testing; 10 packages.

Each such package shall contain ap-
proximately 0.5 gram, taken from a dif-
ferent part of such batch, and each shall
be packaged in accordance with the re-
quirements of paragraph (b) of this
section.

(4) In connection with contemplated
requests for certification of repacked
batches or batches of another drug in
the manufacture of which it Is to be used,
the manufacturer of a batch which is to
be so repacked or used may request the
Commissioner to make check tests and
assays on a sample of such batch, taken
as prescribed by subparagraph (3) of this
paragraph. From the information re-
quired by subparagraph (1) of this para-
graph may be omitted results of tests and
assays not required for the batch when
used in such other drug. The Commis-
sioner shall report to such manufacturer
results of such check tests and assays as
are so requested.

(e) Fees. The fee for the services ren-
dered with respect to each batch under
the regulations in this part shall be:

(1) $4.00 for each immediate container
in the samples submitted in accordance
with paragraph (d) (2) (i) (3) (i) and
(4) of this section; and

(2) If the Commissioner considers
that investigations, other than examina-
tion of such immediate containers, are
necessary to determine whether or not
such batch complies with the require-
ments of § 146.3 of this chapter for the
issuance of a certificate, the cost of such
investigations.
The fee prescribed by subparagraph (1)
of this paragraph shall accompany the
request for certification unless such fee
is covered by an advance deposit main-
tamed in accordance with § 146.8 (d) of
this chapter.

§ 146e.402 Bacitracrn ointment; zinc
bacitracin ointment-(a) Standards of
identity, strength, quality, and purity.
Bacitracin ointment and zinc bacitracin
ointment are composed of bacitracin or
zinc bacitracin in a suitable and harm-
less ointment base, or they are a powder
composed of bacitracm or zinc bacitracm
and one or more suitable and harmless
diluents, dispersing agents, and preserva-
tives which, upon the addition of the
quantity of water recommended in its
labeling, produces an ointment. It may
contain a suitable local anesthetic, corti-
sone, or a suitable derivative of cortisone,
one or more suitable sulfonamides, and,
if it is intended solely for veterinary use
and is conspicuously so labeled, one or
more suitable antifungal agents or rote-
none. Its potency is not less than 500
units per gram. Its moisture content is
not more than 1 percent, except if it is a
powder its moisture content is not more
than 5 percent. The zinc bacitracm used
conforms to the requirements of § 146e.-
418 (a) The bacitracin used conforms
to the requirements of § 146e.401 (a)
except § 146eA01 (a) (1) (2) and (4),
but its potency is not less than 30 units
per milligram. Each other substance
used, if its name is recognized in the
U. S. P or N. F., conforms to the stand-
ards prescribed therefor by such official
compendium.

(b) Packaging. If it is bacitracin or
zinc bacitracin in an ointment base it

shall be packaged in collapsible tubes,
which shall be well-closed containers as
defined by the U. S. P., and which shall
not be larger than the 2-ounce size, ex-
cept if it is labeled solely for hospital
use; but in no case shall such ointment
be packaged in containers other than
collapsible tubes if It is labeled for oph-
thalmic use, and such tubes shall not be
larger than the Y8-ounce size. If it is a
powder, it shall be packaged in immedi-
ate containers of glass which meet the
tests for tight containers as defined by
the U. S. P The composition of the im-
mediate container and closure shall be
such as will not cause any change in the
strength, quality, or purity of the con-
tents beyond any limit therefor in ap-
plicable standards, elkcept that minor
changes so caused which are normal and
unavoidable in good packaging, storage,
and distribution practice shall be disre-
garded.

(c) Labeling. Each package shall
bear, on its label or labeling as herein-
after indicated, the following:

(1) On the outside wrapper or con-
tainer and the immediate container'

(i) The batch mark;
(ii) The numbir of units per gram of

the batch, or if it Is a powder, the num-
ber of units per gram after the addition
of the quantity of water recommended
In its labeling;

(ii) If the batch contains, in addition
to bacitracin or zinc bacitracin, one or
more other active ingredients specified
in paragraph (a) of this section, the
name and quantity of each such other
ingredient per gram of the batch'

(iv) The statement "Expiration date
--------- "the blank being filled in with

the date which is not more than 30
months after the month during which
the batch was certified, except if It Is
zinc bacitracin ointment the blank is
filled in with the date that is 24 months
after the month during which the batch
was certified: Provided, however, That
sUch expiration date may be omitted
from the immediate container if such
immediate container is packaged in an
individual wrapper or container;

Cv) If it is a powder, the statement
"After the addition of water the oint.
ment may be stored in refrigerator for 1
week without significant loss of po-
tency."

(2) On the outside wrapper or con-
tainer, if it Is packaged for ophthalmic
use by humans or if It is intended for use
by humans and It contains cortisone or
a derivative of cortisone or one or more
sulfonamides, the statement "Caution:
Federal law prohibits dispensing without
prescription" and a reference specifically
Identifying a readily available medical
publication containing .information (in-
cluding contraindications and possible
sensitization) adequate for the use of
such ointment by practitioners licensed
by law to administer such drug; or a ref-
erence to a brochure or other printed
matter containing such information, and
a statement that such brochure or
printed matter will be sent on request:
Provided, however, That this reference
may be omitted if the Information is
contained in a circular or other labeling
within or attached to the package,
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(3) On the outside wrapper or con-
tamer, if it is intended solely for vet-
ermary use and it contains fludrocorti-
sone (9 a-fluorohydrocortisone) the
statement "Caution: Federal law re-
stricts this drug to sale by or on the order
of a licensed veterinarian" and a refer-
ence specifically identifying a readily
available medical publication contan-
ing information (including contramdi-
cations and possible sensitization) ade-
quate for the use of such ointment by
practitioners licensed by law to adminm-
ister such drug; or a reference to a
brochure or other printed matter con-
taining such information, and a state-
ment that such brochure or printed mat-
ter will be sent on request: Provided,
however That this reference may be
omitted if the information is contained
in a circular or other labeling within or
attached to the package.

(4) On the label or labeling, if it con-
tams, in addition to bacitracm or zinc
bacitracm, one or more other active in-
gredients specified in paragraph (a) of
this section, after the name "baeitracm
ointment" or "zinc bacitracm ointment,"
wherever such name appears, the words
"with ------ _" in juxtaposition with
such name, the blank being filled in with
the common or usual name of each such
other ingredient used.

(5) On a circular or other labeling
within or attached to the package, unless
it is packaged for ophthalmic use in hu-
mans or is intended for human use and
contains cortisone or a derivative of cor-
tisone or one or more sulfonamides, or if
it is intended for veterinary use and it
contains fludrocortisone (9 a-fluorohy-
drocortisone) adequate directions and
warnings for prophylactic use in humans
or for the veterinary use of such oint-
ment. Such circular or other labeling
may also bear a statement that a bro-
chure or other printed matter containing
information for other uses of such omt-
ment by practitioners licensed by law to
administer such drug will be sent to such
practitioners upon request.

(d) R eq u e st s for certiftcation;
satmples. (1) In addition to complying
with the requirements of § 146.2 of
this chapter, a person who requests cer-
tification of a batch shall sumbit with
his request a statement showing the
batch mark, the number of packages of
each size in such batch, the batch mark
and (unless it was previously submitted)
the date on which the latest assay of the
bacitracm or zinc bacitracm used in
making such batch was completed, the
quantity of each ingredient used in mak-
ing the batch, the date on which the
latest assay of the drug comprising such
batch was completed, and that each
component of the ointment base used
conforms to the requirements prescribed
therefor by this section.

(2) Except as otherwise provided by
subparagraph (4) of this paragraph,
such person shall submit in connection
with his request results of the tests and
assays listed after each of the following,
made by him on an accurately represent-
ative sample of:

(i) The batch; potency and moisture.
(ii) The bacitracin or zinc bacitracm

used in making the batch; potency, tox-
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icity, moisture, pH, and zinc content, if
it is zinc bacitracin.

(3) Except as otherwise providcd by
subparagraph (4) of this paragraph,
such person shall submit in connection
with his request, in the quantities here-
inafter Indicated, accurately reprcsenta-
tive samples of the following:

(I) The batch; one package for each
5,000 packages in the batch, but in no
case less than 5 packages or more than
12 packages, collected by taking single
packages at such intervals throughout
the entire time of packaging the batch
that the quantities packaged during the
intervals are approximately cqual.

(i) The bacitracin used in mahing
the batch; slx packages, each contain-
ing approximately equal portion, of not
less than 500 milligrams, packm-ed In ac-
cordance with the requirements of
§ 146e.401 (b)

(Wi) The zinc bacitracin uzed In m-._
ing the batch; 5 packages, each contain-
ing approximately equal portions of not
less than 1.0 gram, paclaged in
accordance with the requircments of
§ 146e.418 (b)

(iv) In case of an initial request for
certification, each other ingredient used
in making the batch; one package of
each contalmng approximately 200
grams, except if cortisone or a derivative
of cortisone is used, such pacage ,hall
contain approximately 100 milligrams.

(4) No result referred to in subpara-
graph (2) (it) of this paragraph, and
no sample referred to in subparagraph
(3) (ii) or (ill) of this paragraph, Is
required if such result or sample has
been previously submitted.

(e) Fees. The fee for the services
rendered with respect to each batch
under the regulations In this part shall
be:

(1) ,4.00 for each package in the Cam-
ples submitted in accordance with par-
agraph (d) (3) (1) (it), (ill), and tiv)
of this section; and

(2) If the Commissioner conslders
that investigations, other than e-:amina-
tion of such pacaiges. are nccessary to
determine whether or not such batch
complies with the rEquirements of
§ 146.3 of this chapter for the isueance
of a certificate, the cost of such inves-
tigations.
The fee prescribed by subparargraph (1)
of this paragraph shall accompany the
request for certification unless such fee
is covered by an advance depo:it main-
tamed in accordance with I 14G.0 (d)
of this chapter.

(f) Exemption of bacitracfn ointment
from certiflcation. Bacitracin ointment
that conforms to the requirements of
paragraphs (a) (b) and (c) of ths cec-
tion, except paragraph (c) (1) iv) of
this section, shall be exempt (unless it
is the powder preparation dc-eribed in
paragraph (a) or it contains an anti-
fungal agent, rotenone, cortisone or a
derivative of cortisone) from the require-
ments of sections 502 (1) and 507 of the
act, if it complies with the follovmng
conditions:

(1) The outside wrapper or container
and the immediate container bear an
expiration date not more than 20 month,
after the month during rhich the batch
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was last acsayed and released by the
manufacturer; and

(2) It Is intended for use by man and
is packmged for ophthalmic use, or it
contains one or more sulfonamides and
the brochure, printed matter, and circu-
lar referred to in paragraph (c) (2) of
this section bear Information for use of
the drug only in the local treatment of
those superflclal Infections caused by
bacitracin-sensitive organisms; and fur-
ther, that such brochure, printed mat-
ter, and circular bear directions and
warnings adequate for such usa by prac-
titioners licensed by law to administer
such drug; or

(3) It Is intended for use by man and
It is not packaged for ophthalmic ause
nor contains one or more sulfonamides,
or It Is intended solely for vetennary
use and Is conspicuously so labeled; and
Its labeling bears information that the
drug Is for use only in the prevention of
Infection In minor cuts and abrasions
and, further, bears directions adequate
for such use by the laity and a statement
that use of the drug should be discon-
tinued and a physician (if it is for
human use) or a veterinarian (if it is
for veterinary uze) consulted if signs of
infection or irritation appear.

§ l2A03 Bcitraemn tablets; zine
bacitraczi tablet,; bacitracm. suiposs-
toric; sinc bacitracm suppositorzzs (if
they are represented for vaginal vs?)
baeitracin implantation poflets; zinc ba-
citracin implantation pellets (if they are
reprecented for Lse by implanting vnder
the s T.in of animals)- a) Standard. of
identity, strcngth, cuality, and purity.
Bacltracin tablets and zinc bacitracm
tablets are tablets composed of bacitra-
cin or zinc bacitracin, with or without
the addition of one or more suitable and
harmlez3 buffer substances, diluents,
binders, lubricants, colorings, and flavor-
In's. The potency of each tablet is not
less than 1,000 units nor more than
10,000 units. Its moisture content r. not
more than 5 percent. Unless it is rep-
reented to be usd for inhalation ther-
apy, the bacitracin used conforms to the
requircments of r 14ge.401 (a) ecept
subparagraphs (I) (2) and (4) of that
paragraph, but in no case Is its potency
lezs than 30 units per milli--ram. If it
Is rcpreznted to be used for inhalation
therapy, the bacitracin used conforms to
the requirements of r 14a.401 W a) ex-
cept subparagraphs (2) and (4) of that
paragraph. The zinc bacitracin usad
conforms to the requirements of
£M 14GeA10 (a) Each other substance
us:d, if Its name is reconized in the
U. S. P or N. F., conforms to the stand-
ards preecribed therefor by such oh'cial
compendium.

4b) Pacr:aging. Unless each tablet is
enclosed in a foil or plastic film and such
enclo ure is a tight container as defined
by the U. S. P., ccept the provimon that
it shall be capable of tiht reclosure, the
Immediate container shall be a tight con-
tainer as so defined. The immediate
container may also contain a desiccant
separated from the tablets by a plug of
cotton or other like material. The com-
position of the immediate container, or
of the foil or film enclosure, shall ba
such as will not camuse any chne in the
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strength, quality, or purity of the con-
tents beyond any limit therefor in appli-
cable standards, except that minor
changes so caused which are normal and
unavoidable m good packaging, storage,
and distribution practice shall be dis-
regarded.

(c) Labeling. Each package shall
bear, on its label or labeling as herein-
after indicated, the following:

(1) On the outside wrapper or con-
tainer and the immediate container:

(1) The batch mark;
(ii) The number of units in each tab-

let of the batch;
(iII) The statement "Expiration date

- ," the blank being filled in
with the date which Is 12 months after
the month during which the batch was
certified, except that the blank may be
filled in with the date which is 18 months
or 24 months after the month during
which the batch was certified if the
person who requests certification has
submitted to the Commissioner results
of tests and assays showing that after
having been stored for such period of
time such drug as prepared by him com-
plies with the standards prescribed by
paragraph (a) of this section: Provided,
however That such expiration date may
be omitted from the nmmediate container
if such immediate container is packaged
In an individual wrapper or container;

(iv) If it is implantation pellets, the
ttatement "For veterinary use only."

(2) On the outside wrapper or con-
tainer"

(i) The statement "Caution: Federal
law prohibits dispensing without pre-
scription," unless it is packaged for dis-
pensing and it is intended solely for vet-
ermary use and is conspicuously so
labeled.

(ii) If it Is packaged for dispensing
and It Is Intended for use by man, a ref-
erence specifically identifying a readily
available medical publication containing
information (including contraindications
and possible sensitization) adequate for
the use of such drug by practitioners
licensed by law to administer it; or a
reference to a brochure or other printed
matter containing such information, and
a statement that such brochure or other
printed matter will be sent on request:
Provided, however That this reference
may be omitted if the information is con-
tained in a circular or other labeling
within or attached to the package.

(3) On the circular or other labeling
within or attached to the package, if it
is packaged for dispensing and it is in-
tended solely for veterinary use and 'is
conspicuously so labeled, adequate direc-
tions and warnings for the veterinary use
of such drug by the laity. Such circular
or other labeling may also bear a state-
2nent that a brochure of other printed
matter containing information for other
veterinary uses of such drug by a veteri-
narian licensed by law to administer it
Will be sent to such veterinarian on
request.

(d) Requests for certification; sam-
ples. (1) In addition to complying with
the requirements of § 146.2 of this
chapter, a person who requests certi-
fication of a batch' shall submit with his
request a statement showing the batch

mark, the number of packages of each
size in such batch, the batch mark and
(unless it was previously submitted) the
date on which the latest assay of the
bacitracm -or zinc bacitracm used m
making such batch was completed, the
number of units in each tablet, the
quantity of each ingredient used in mak-
ing the batch, the date on which the
latest assay of the drug comprising such
batch was completed, and a statement
that each ingredient used in making the
batch conforms to the requirements pre-
scribed therefor, if any, by this section.

(2) Except as otherwise provided In
subparagraph (4) of this paragraph, such
person shall submit in connection with
his request results of the tests and assays
listed after each of the following, made
by him on an accurately representative
sample of:

(I) The batch; average potency per
,tablet and average moisture.

(ii) The bacitracm or zinc bacitracin
used in making the batch; potency, tox-
icity, moisture, pH, and zinc content, if
it is zinc bacitracin.

(3) Except as otherwise provided by
subparagraph (4) of this paragraph,
such person shall submit in connection
with his request, in the quantities here-
inafter indicated, accurately representa-
tive samples of the following:

(I) The batch; one tablet for each
5,000 tablets in the batch, but in no case
less than 20 tablets or more than 100 tab-
lets, collected by taking single tablets at
such intervals throughout the entire time
of tableting that the quantities tableted
during the intervals are approximately
equal.

(i) The bacitracin used In making the
batch; six packages, each containing ap-
proximately equal portions of not less
than 500 milligrams each, packaged in
accordance with the requirements of
§ 146e.401 (b)

(iWi) The zinc bacitracm used in mak-
ing the batch; 5 packages, each contain-
ing approximately equal portions of not
less than 1.0 gram, packaged in accord-
ance with the requirements of § 146e.418
(b)

(iv) In case of an initial request for
certification, each other substance used
in making the batch; 1 package of each
containing approximately 5 grams.

(4) No result referred to in subpara-
graph (2) (ii) of this paragraph, and no

-sample referred to in subparagraph (3)
(ii) or (iii) of this paragraph, is required
if such result or sample has been previ-
ously submitted.

(e) Fees. The fee for the services ren-
dered with respect to each batch under
the regulations in this part shall be:

(1) $1.00 for each tablet in the sample
submitted in accordance with paragraph
(d) (3) (1) of this section, $4.00 for each
package i the samples submitted in ac-
cordance with paragraph (d) (3) (ii),
(iii) and (iv) of this section; and

(2) If the Commissioner considers that
investigations, other than examination
of such tablets and packages, are nec-
essary to determine whether or not such
batch complies with the requirements
of § 146.3 of this chapter for the issu-
ance of a certificate, the cost of sucli
investigations.

The fee prescribed by subparagraph (1)
of this paragraph shall accompany the
request for certification unless such fee
Is covered by an advance deposit main-
tained in accordance with § 146.8 (W)
of this chapter.

§ 146e.404 Bacitracin troches; zinc
bacitracin troches-(a) Standards of
identity, strength, quality, and purity.

.Bacitracin troches and zinc bacltracln
troches are troches composed of bacitra-
cm or zinc bacItracin, with or without
ethyl aminobenzoate and with or with-
out one or more suitable and harmless
diluents, binders, lubricants, colorings,
and flavorings. The potency of each
troche is not less than 500 units, Its
moisture content Is not more than 6
percent The bacitracin used conforms
to the requirements of § 146e.401 (a), ex-
cept § 146e.401 (a) (1), (2), and (4), but
its potency is not less than 30 units per
milligram. The zinc bacItracIn used con-
forms to the requirements of § 146c.418
(a) Each other substance used, if Its
name is recognized in the U. S, P or
N. F., conforms to the standards pre-
scribed therefor by such official compen-
dium.

(b) Packaging. Unless each troche
is enclosed in foil or plastic film
and such enclosure is a tight container
as defined by the U. S. P., except the pro-
vision that It shall be capable of tight
reclosure, the immediate container shall
be a tight container as so defined. The
immediate container may also contain a
desiccant separated from the troches by
a plug of cotton or other like material.
The composition of the immcdiate con-
tainer, or foil or film enclosure, shall be
such 'as will not cause any change in the
strength, quality, or purity of the con-
tents beyond any limit therefor In ap-
plicable standards, except that minor
changes so caused which are normal and
unavoidable in good packaging, storage,
and distribution practice shall be disre-
garded.

(W) Labeling. Each package of tro-
ches shall bear, on Its label or labeling as
hereinafter indicated, the following:

(1) On the outside wrapper or con-
tainer and the immediate container'

(i) The batch mark;
(i1) The number of units of bacitra-

cm or zinc bacitracin and if It contains
ethyl aminobenzoate, the quantity of
such ingredient in each troche of the
batch; and

(iil) The statement "Expiration date
--------- " the blank being filled in with

the date that is 12 months after the
month during which the batch was cer-
tified, except that the blank may be filled
in with the date that is 18 months or 24
months after the month during which
the batch was certified If the person who
requests certification has submitted to
the Commissioner results of tests and
assays showing that after having been
stored for such period of time such drug
as prepared by him complies with the
standards prescribed by paragraph (a)
of this section: Provided, however, That
such expiration date may be omitted
from the immediate container if such
immediate container is packaged In an
individual wrapper or container.
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(2) On the circular or other labeling
within or attached to the package, ade-
quate directions and warnings for the
use of such troches. Such circular or
other labeling may also bear a statement
that a brochure or other printed matter
containng information for other uses of
such troches by practitioners licensed by
law to adminiter such drug will be sent
to such practitioner upon request.

(d) Request for certification; samples.
(1) In addition to complying with the
requirements of § 146.2 of this chapter, a
person who requests certification of a
batch shall submit with his request
a statement showing the batch mark,
the number of packages of each size in
such batch, the batch mark and (unless
it was previously submitted) the date on
which the latest assay of the bacitracin
or zinc bacitracin used in making such
batch was completed, the number of units
in each troche, the quantity of each in-
gredient used in making the batch, the
date on which the latest assay of the

.troches comprising such batch was com-
pleted, and a statement that each in-
gredient used in making the batch con-
forms to the requirements prescribed
therefor by this section.

(2) Except as otherwise provided in
subparagraph (4) of this paragraph,
such person shall submit in connection
with his request results of the tests and
assays listed after each of the follow-
Ing, made by him on an accurately rep-
resentative sample of:

(I) The batch; average potency per
troche and average moisture.

(ii) The bacitracin or zinc bacitracm
used in making the batch; potency,
moisture, toxicity, pH, and zinc content,
if it is zinc bacitracm.

(3) Except as otherwise provided by
subparagraph (4) of this paragraph,
such person shall submit in connection
with his request, in the quantities here-
inafter indicated, accurately-representa-
tive samples of the following:

(I) The batch; one troche for each
5,000 troches in the batch, but in no case
less than 20 troches or more than 100
troches, collected by taking single troches
at such intervals throughout the entire
time the troches are being made, that the
quantities made during the intervals are
approximately equal.

(U) The bacitracin used In making the
batch; six packages, each containing ap-
proximately equal portions of not less
than 500 milligrams, packaged in ac-
cordance with the requirements of
§ 146e.401 (b)

Ciii) The zinc bacitracm used in mak-
ing the batch; five.packages, each con-
taming approximately equal portions of
not less than 1.0 gram, packaged in ac-
cordance with the requirements of
§ 146e.418 (b)

(iv) In case of an initial request for
certification, each other substance used
in making the batch; one package of
each containing approximately 5 grams.

(4) No result referred to in subpara-
graph (2) (ii) of this paragraph, and
no sample referred to in subparagraph
(3) (I) of this paragraph, is required if
such result or sample has been pre-
viously submitted.

(e) Fees. The fee for the service
rendered with respect to each batch
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under the regulations in this part sball
be:

(1) $1.00 for each troche In the sample
submitted in accordance with paragraph

d) (3) (i) of this section, $400 for each
package in the samples submitted In
accordance with paragraph d) (3) 0i1)
and (ill) of this section; and

(2) If the Commissioner considers
that investigations, other than e::amlna-
tion of such troches, are necczzary to
determine whether or not such batch
complies with the requirements of § 1.0.3
of this chapter for the issuance of a car-
tificate, the cost of such investigations.
The fee prescribed by subparagraph C1)
of this paragraph shall accompany the
request for certification unlezs such fee
is covered by ah advance deposit main-
taied in accordance with § 1 3.8 d)
of this chapter.

§ 146e.405 Bacitracla with vasocon-
strlctor" bacltracln with (the
blani; being jild in with the common or
usual name of the vasoconstrictor)-(a)
Standards of dentity, strength, quality,
and purity. Bacitracin with vazocon-
strictor is a dry mixture of bacitrcin
and a suitable vasoconstrictor, with or
without suitable and harmless buffer
substances, preservatives, colorings, and
flavorings, or It is a pacaiged combina-
tion of one immediate container of bact-
tracin and one immediate container of a
solution of a suitable vasoconstrictor.
with or without suitable and harmlez3
buffer substances, preservativez, color-
ings, and flavorings. The bacitracin is
of such quantity that when dissolvd as
directed the potency of such solution is
not less than 200 units per milliter, and
maintains its labeled potency after It has
been kept for 7 days at room tempera-
ture. Such solution is isotonic, and has a
pH of 6.0, ±0.5. The moisture content of
the dry mixture of bacitracin with vaso-
constrictor Is not more than 5 percent.
The bacitracin used conforms to the re-
quirements bf § 4Ge.401 (a) except sub-
paragraphs (2) and (4) of that para-
graph. Each other substance used, if
its name is recognized In the U. S. P.
or N. F., conforms to the standards pre-
scribed therefor by such ofiilal com-
pendium.

(b) Packaglng. Each Immediate con-
tainer shall be a tight container as de-
fined by the U. S. P. and shall be of such
composition as Will not cause any change
in the strength, quality, or purity of the
contents beyond any limit therefor In
applicable standards, except that minor
changes so caused which are normal and
unavoidable in good packaging, storage,
and distribution practice shall be dis-
regarded. The Immediate container of
the dry mixture of bacitracin with vaso-
constrictor may be packaged In combina-
tion with an immediate container of a
suitable diluent.

Cc) Labeling. Each package of bacl-
tracin with vasoconstrictor shall bear on
its label or labeling, as hereinafter in-
dicated, the following:

(1) On the outside wrapper or con-
tainer and on the immediate container
of the bacitracin:

(i) The batch mark;
(it) The number of units in such con-

tainer; and

CIII) If it i- a pag1-ged combination
of one immedLte container of bacitracin
and one Immediate container of a vaso-
constrictor, the statement "Expiration
date ..... " the blank being filled in
with the date which is 18 months after
the month during which the batch was
certified. If It is the dry mixture of
bacitracln with vsoconstrictor, the
statement 'E.piration date _ _"
the blank being filled In with the date
which is 12 months after the month
during which the batch was certified.
Such expiration datez may be omitted
from the Immediate container if such
Immediate container is packaged in an
individual wrappe or container.

(2) On the outside wrapper or con-
tainer and on the immediate container
of the solution In the packaged combina-
tion:

(1) A statement giving the method of
dissolving the bacitracin and, if it is not
a packaged combination, a statement
that distilled water U. S. P. should be
uzed;

(I) The potency per mliliter after
the bacltracln he- been dissolved therein;

(iI) The statement "Warning-Uot
for injection"; and

(iv) The conditions under which the
solution should be stored, including a
reference to Its Instability when stored
under other conditions, and a statement
"The solution may be kept at room tem-
perature for 1 week without significant
lozz of potency."

(3) On the outside wrapper or con-
tainer:

U) The statement "Caution: Federal
law prohibits dipensing without pre-
scrlpton," unless It is packaged for dis-
pe and It is intended solely for
veterinary use and is conspicuously sa
labeled.

0II) If It is paclkaged for dispensng
and it is intended for use by m a ref-
erence speclifcally Identifying a readily
available medical publication containing
information (including contraindications
and pez.-ble sensitization) adequate for
the us-e of such drug by practitioners
licensed by law to administer it; or a
reference to a brochure or other printed
matter containing such information, and
a statement that such brochure or other
printed matter will be sent on request:
Provided, however, That this reference
may be omitted if the information is
contained in a circular or other labeling
within or attached to the package.

(4) On the circular or other labeling
within or attached to the package, if it
s packaged for di-ensing and it is in-

tended solely for veteriary use and is
conspicuously so labeled, adequate direc-
tions and warnings for the veterinary use
of such drug by the laity. Such circular
or other labeling may also bear a state-
ment that a brochure or other printed
matter containing information for other
veterinary uses of such drug by a vet-
erinarian licensed by law to admiistr
It will be sent to such veterinarian on
request.

d) Reque for certification; sampl. .
(1) In addition to complying with the
requirements of § 146.2 of this chap-
ter, a person who requests certifi-
cation of a batch of bacitracin with
vasoconstrictor shall submit with his
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request a statement showing the (4) No result referred to in subpara-
batch mark, the number of pack-- graph (2) (1) of this paragraph, and no
ages in such batch, the number of units sample referred to in subparagraph (3)
in each immediate container, and (unless (ii) of this paragraph, are required if
it was previously submitted) the date on such result or sample has been previ-
which the latest assay of the bacitracm ously submitted.
included in such batch was completed, (e) Fees. The fee for the services
the quantity of each ingredient used in rendered with respect to each batch of
making the batch of the dry mixture bacitracin with vasoconstrictor under the
of bacitracinmwith vasoconstrictor, the regulations in this part shall be:
quantity of each ingredient used m-mak- (1) $4.00 for each immediate con-
ing the solution included in the pack- tamer submitted in accordance with
aged combination, and a statement that paragraph (d) (3) (i), (ii) (iii), and
such solution conforms to the require- (iv) of this section.
ments prescribed therefor by this sec- (2) If the Commissioner considerg
tion. that investigations, other than examina-

(2) Except as otherwise provided-in tion of such packages, are necessary to,
subparagraph (4) of this paragraph, such determine whether or not such- batch
person shall submit in connection with complies with the requirements of
his request results of the tests and as- § 146.3 of this chapter for the issuance
says listed after each of the following, of a certificate, the cost of such inves-
made by him on an accurately repre- tigations.
sentative sample of: The fee prescribed by subparagraph (1)

(i) The bacitracin included in the of this paragraph shall accompany the
packaged combination and the bacitracin request for certification unless such fee
used in making 'the batch of the dry is covered by an advance deposit main-
mixture oi bacitracin with vasoconstric- tamed in accordance with § 146.8 (d)
tor; potency, toxicity, moisture, and pH. of this chapter.

(1i) The solution -after the bacitracin
has been dissolved therein; potency. § 146e.406 B a c z t r a c z n-tyrothrzctn

(iIl) The batch of the dry mixture of troches; zznc bacitracm-tyrothriczn
bacitracin with vasoconstrictor; po- t r o c h e s. (a) Bacitracin-tyrothncin
tency and moisture. troches and zinc bacitracin-tyrothricm

(3) Except as otherv~lse provided in troches conform to all requirements and
subparagraph (4) of this paragraph, such are subject to all procedures prescribed
person shall submit in connection with by § 146e.404 for bacitracin troches and
his request, in the quantities hereinafter zinc bacitracm troches, except that:
indicated, accurately representative (1) Each troche contains not less than
samples of the-following: 50 units of bacitracin or zinc bacitracin.

(I) The batch: (2) Each troche contains not less than
(a) If it contains only bacitracin and 1 milligram of tyrothricin.

the bacitracin used has been previously (3) Each troche may be tableted with
submitted, or it contains bacitracm and. or without ethyl aminobenzoate.
other ingredients; one immediate con- (b) In lieu of the directions prescribed
tainer for each 5,000 immediate con- for bacitracm troches and zinc bacitra-
tainers in the batch, but in no case less cin troches by § 146eA04 (c) (1) (ii)
than 5 immediate containers or more each package shall bear on the outside
than 12 immediate containers, wrapper or container and the immediate

(b) If it contains only bacitracin and container the number of units of bac-
the bacitracin used has not been previ- tracin or zinc bacitracin and the number
ously submitted; one immediate con- of milligrams of tyrothricin and ethyl
tainer for each 5,000 immediate contain- aminqbenzoate in each troche of the
ers in the batch, but in no case less batch.
than 12 or more than 25 immediate §146e.407 Bacztracn-tVrothrzcmn
containers, ointment. (a) Bacitracm - tyrothricm
Such sample shall be collected by tak- ointment conforms to all requirements
ing single immediate containers at such prescribed by § 146e.402 for bacitracm
intervals throughout the entire time of ointment, and is subject to all proce-
packaging the batch that the quantities dures prescribed by § 146e.402 for baci-
packaged during the intervals are ap- tracmn ointment, except paragraph (f)
proximately equal. of that section, and except that:

(ii) The bacitracm used in making (1) It contains not less than 0.5 mill-
the batch of the dry mixture of baci- gram of tyrothricin per gram of omt-
tracin with vasoconstrictor; six pack- ment.
ages, each containing approximately (2) In lieu of the directions prescribed
equal portions of not less than 500 milli- for bacitracm ointment by § 146e.402 (c)
grams each, packaged in accordance (1) (ii) each package shall bear on the
with the requirements of § 146e.401 (b) outside wrapper or container and-on the

(iII) In case of an initial request for immediate container the number of
certification of a batch of a dry mixture units of bacitracin and the number of
of bacitracin with vasoconstrictor, each milligrams of tyrothricin in each gram
other substance used in making the of the batch.
batch; one package of each containing
approximately 5 grams. § 146e.108 Bacitraczn ophthalmic-

(iv) In case of an initial request for (a) Standards of identity, strength,
certification of the packaged combina- quality, and purity. Bacitracin ophthal-
tion of bacitracin with vasoconstrictor, mic is bacitracm, with or without one or
or when any change is made in the com- more suitable and harmless preserva-
position of such solution; five packages tives, local anesthetics, buffer substances,
of the solution included in the combl- and diluents. It is sterile. Its moisture
nation. content is not more than 5 nercent_ The

bacitracin is of such quanttty that when
dissolved as directed in its labeling the
potency of such solution is not less than
500 units per milliliter and maintains its
labeled potency after it has been kept
for 7 days'at room temperature, Such
solution has a pH of 6.5:10.5, The
bacitracin used conforms to the require-
ments of § 146e.401 (a), except subpara-
graphs (2) and (4) of that paragraph,
Each other ingredient used, if Its name
Is recognized in the U. S. P or N. F,.
conforms to the standards prescribed
therefor by such official compendium,

(b) Packaging. The immediate con-
tainer of bacitracin ophthalmic shall be
a tight container as defined by the
U. S. P., its closure shall be one through
which a hypodermic needle cannot be
introduced; and the Immediate con-
tainer and closure shall be of such com-
position as will not cause any change in
the strength, quality, or purity of the
contents beyond any limit therefor in
applicable standards, except that minor
changes so caused which are normal and
unavoidable in good packaging, storage,
and distribution practice shall be disre.
garded. Each-such container shall con-
tam not less than 5,000 units, and each
may be packaged In combination with a
container of the solvent, sterile distilled
water U. S. P

(c) Labeling. Each package shall
bear, on its-label or labeling as herein-
after indicated, the following:

(1) On the outside wrapper or con.,
tainer and the immediate container'

(I) The batch mark;
(ii) The number of units In the Im-

mediate container;
(iII) If it contains preservatives or

local anesthetics, the name and quantity
of each such Ingredient;

(iv) The statement "Expiration date
-," the blank being filled in

with the date which is 12 months after
the month during which the batch was
certified: Provided, however, That such
expiration date may be omitted from the
immediate container if such Immediate
container is packaged in an Individual
wrapper or container;

(v) The statement "Warning-Nob
for injection."

(2) On the outside wrapper or con-
tainer'

(I) The statement "Caution: Federal
law prohibits dispensing without pre-
scription," unless It Is packaged for dis-
pensing and it Is Intended solely fo
veterinary use and Is conspicuously so
labeled.

(l) If it Is packaged for dispensing
and it Is Intended for use by man, a ref-
erence specifically Identifying a readily
available medical publication containing
information (including contraindica-
tions and possible sensitization) ade-
quate for the use of such drug by
practitioners licensed by law to admin-
ister it; or a reference to a brochure or
other printed matter containing such
information, and a statement that such
brochure or other printed matter will be
sent on request: Provided, however, That
this reference may be omitted If the in.
formation is contained In a circular or
other labeling within or attached to the
package.
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(3) On the label or labeling, if a local
anesthetic is present, after the name
"bacitracin ophthalmic," wherever It
appears, the words "with ____2' (the
blank being filled in with the common
or usual name of the local anesthetic),
In juxtaposition with such name.

(4) On the circular or other labeling
within or attached to the package, if it
is packaged for dispensing and it is in-
tended solely for veterinary use and is
conspicuously so labeled, adequate di-
rections.and warnings for the veterinary
use of such drug by the laity. Such
circular or other labeling may also bEar
a statement that a brochure or other
printed matter containing information
for other veterinary uses of such drug by
a veterinarian licensed by law to admin-
ister it will be sent to such veterinarian
on request.
(d) Requests for certification; sam-

ples. (1) In addition to complying with
the requirements of § 146.2 of this
chapter, a person who requests cer-
tification of a batch shall submit with
his request a statement showing the
batch mark, the number of pack-
ages of each size in such batch, the
batch mark and (unless it was previously
submitted) the date on which the latest
assay of the bacitracin used in making
such batch was completed, the number
of units in each immediate container,
the date on which the latest assay of the
drug comprising such batch was com-
pleted, the quantity of each other in-
gredient used in making the batch, and
a statement that each such ingredient
used conforms to the requirements pre-
scribed therefor by this section. If such
batch or any part thereof is to be pack-
-aged with a solvent, such request shall
also be accompanied by a statement that
such solvent conforms to the require-
ments prescribed therefor by this section.

(2) Except as otherwise provided in
subparagraph (4) of this paragraph,
such person shall submit in connection
with his request results of the tests and
assays listed after each of the following,
made by him on an accurately repre-
sentative sample of:
(i) The batch; potency, sterility, mols-

ture, and pH of the solution prepared as
directed in its labeling.

(ii) The bacitracin used in making
the batch; potency, toxicity, moisture,
and pH.

(3) Except as otherwise provided by
subparagraph (4) of this paragraph,
such person shall submit in connection
with his request in the quantities here-
inafter indicated accurately representa-
tive samples of the following:

Wi The'batch:
(a) For all tests except sterility' one

immediate container for each 5,000 im-
mediate.containers in the batch, but in
no case less than 5 immediate con-
tamers or more than 12 immediate
containers.
(b) For sterility testing; 10 inmediate

containers.
Such samples shall be collected by taking
single immediate containers at such In-
tervals throughout the entire time of
packaging the batch that the quantities
packaged during the intervals are ap-
proximately equal.

(ii) The bacitracin used in maldng
the batch; 6 packages, each containing
approximately equal portions of not lezs
than 500 milligrams packaged in ac-
cordance with the requirementW of
§ 146e.401 (b)

(iII) In case of an initial request for
certification, each other ingredient uzed
in making the batch; one pacLage of
each, containing approximately 5.0
grams.

(4) No result referred to in subpara-
graph (2) (11) of this paragraph, and
no sample referred to In subparagraph
(3) (i1) of this paragraph, Is required
if such result or sample has been pre-
viously submitted.
(e) Fees. The fee for the services ren-

dered with respect to each batch under
the regulations in this part shall be:
(1) $4.00 for each immediate con-

tamer or package in the samples sub-
mitted In accordance with paragraph
(d) (3) (1) (a), (i), and (iI) of this
section.

(2) If the Commissloner considers
that investigations other than examina, -
tIon of such immediate containers are
necessary to determine whether or not
such batch complies with the rcqulre-
ments of § 146.3 of.this chapterfor the
issuance of a certificate, the cost of such
investigations.
The fee prescribed by subparagraph (1)
of this paragraph shall accompany the
request for certification unle.s such fee
is covered by an advance deposit malin-
tamed in accordance with § 140.0 (d)
of this chapter.

§ 146e.409 Bacitracin - p Miyrzn
ointment. (a) Bacitracin-polymyxin
ointment conforms to all requirements
prescribed by § 146e.402 for bacitracin
ointment, and is subject to all proce-
dures prescribed by § 146e.402 for bac-
tracm ointment, except paragraph (W
of that section, and except that:

(1) Its content~of bacitracin Is not
less than 200 units per gram.

(2) It contains not les than 4,000
units of polymyxin B per gram. The
polymyxin B used conforms to the re-
quirements prescribed for polymyxin B
by § 146b.107 (a) of this chapter.

(3) Its moisture content is not more
than 0.5 percent.

(4) If it is in liquid form, It shal be
packaged in immediate containers of
transparent glass which meet the test
for tight containers as defined by the
U. S. P.

(5) In lieu of the labeling prescribed
by § 146eA02 c () (1)I and (1v), each
package shall bear on the outside wrap-
per or container and the immediate
container the number of units of ba-
citracin and the number of units of
polymyxin B in each gram of the batch
and the statement "Expiration date ___

. ," the blank being filled in with
the date which is 12 months after the
month during which the batch was cer-
tiffed, except that if the person who
requests certification has submitted to
the Cormissioner results of tests and
assays showing that after having been
stored for 18 months or 24 months or
36 months at room temperature cuch
drug as prepared by him complier with
the standards of identity, strength, qua-

Ity, and purity pre--riabed for the drug,
the br.iL sball be filled in with the dats
which is 18 months-r 21 months or 36
months after the month during which
the batch was certified: Prorfded, how-
ever, That such expiration date may be
omitted from the immediate container if
such immediate container is packaged in
an Individual wrapper or container.

(6) In addition to complying with the
requirements of r 14e.402 (c) if It is in
liquid form, each packae shall bear on
the outsde wrapper or container and the
Immediate container, the statements
"Shaiie well" and. "Not for injection.'

(7) In addition to complying with the
requirements of §i 14e.402 Cd), a person
who requests certification of a batch of
bacitracin - polymyxin ointment shall
submit with his request a statement
showing the batch mark and (unle. It
was previously submitted) the results
and date of the latest tests and a-ys
of the polymyxin used in making the
batch for potency and toxicity. He shall
also submit in connection with hs re-
quest a sample consisting of not les
thn 6 packages of bacitracin-polymyzin
ointment and (unless It was previously
submitted) a ,ample consisting of 5
packmge3 containing equal portions of
not Ies than 0.5 gram each of the
polymyrin used in maling the batch.

(b) The fee for the services rendered
with respzct to each immediate con-
tainer in the sample of polymyxin sub-
mitted in accordance with the require-
ments prezcribed therefor by this section
shall be C4.00.

§ 14Ge.410 Bacitracm-neomyeni tab-
lets; zinc bacitraern-neomcn tablets.
(a) Bacitracin-neomycn tablets and
zinc bacitracin-neomycin tablets con-
form to a1 requirements and are subject
to all procedures prescribed by § 146e.403
for bacitracin tablets and zinc bacitra-
cin tablets, except that:

(1) Each tablet contains not less than
2,500 units of bacitracin or zm bac-
tracin.

(2) Each tablet contains not less than
25 milligrams of neomycin. The neomy-
cin used Is produced by the growth of
Streptomyces fradlae, has a potency of
not less than 330 micrograms (one
V7ahsman unit is equivalent to 3.3 micro-
grams of the base) per milligram, is non-
toxic, has a moisture content of not more
than 8 percent, and Its pH in an aqueous
rolution 33 milligrams par millilter is not
less than 5.0 and not more than 7.5.

(3) In lieu of the labeling prescenbed
for bacitracin tablets and zinc bacitracin
tablets by § 146eA03 (c) (1) iI) each
package ,;hall bear on the outside wrap-
per or container and the immediate con-
tainer the number of units of bacitmcm
or zinc bacitracin and the number of
milgrms of neomycn in each tablet
of the batch.

(4) In addition to complying with the
requirements of § 146e.403 Cd) a person
who requests certification of a batch
shall submit with his request a statement
showing the number of units of baci-
tracln or zinc bacitracin and the number
of milig ram of neomycin in each tablet
of the batch, the batch mark, and (uenlIes
It was previously submitted) the results
and the date of the latest tests and assays

FEDERAL REGISTER 9795



RULES AND REGULATIONS

of the neomycin used in making the
batch for potency toxicity, moisture,
and pH. He shall also submit in con-
nection with his request a sample con-
sisting of not less than 30 tablets and
(unless it was previously submitted) a
sample consisting of 5 packages contain-
ing approximately equal portions of iot
less than 0.5 gram each of the neomycin
used in making such batch.

(b) The fee for the services rendered
with respect to each immediate container
in the sample of neomycin submitted in
accordance with the requirements pre-
scribed therefor by this section shall be
$4.00.

§ 146e.411 B a c l t r a c z n -neomyczn
ointment; zinc bacitracin-n e o m y c z n
ointment. (a) Bacitracin-n e o m y c 1 n
ointment and zinc bacitracin-neomycm
ointment conform to all requirements
and are subject to all procedures pre-
scribed by § 146e.402 for bacitracin omt--
ment and zinc bacitracin ointment, ex-
cept paragraph (f) of that section, and
except that:

(1) It contains not less than 3.50 mil-
ligrams of neomycin per gram. The
neomycin used conforms to the require-
ments prescribed for neomycin by
§ 146e.410 (a) (2)

(2) In lieu of the labeling prescribed
by § 146e.402 (c) (1) (ii) and (iv) each
package shall bear on the outside
wrapper or container and the immediate
container the number of units of baci-
tracin or zinc bacitracm. and the number
of milligrams of neomycin in each gram
of the batch and the statement "Expira-
tion date --_2," the blank being filled in
with the date which is 12 months after
the month during which the batch was
certified, except that the blank may be
filled in with the date which is 18 months
or 24 months after the month during
which the batch was certified if the per-
son who requests certification has sub-
mitted to the Commisbioner results of
tests and assays showing that such drug
as prepared by him is stable for such
period of time: Provided, however That
such expiration date may be omitted from
the immediate container if such immedi-
ate container is packaged in an individual
wrapper or container.

(3) In addition to complying with the
requirements of § 146e.402 (d), a person
requesting certification of a batch shall
submit with his request a statement
showing the number of units of bacitra-
cin or zinc bacitracm and the number of
milligrams of neomycin i each gram of
ointment, the batch mark, and (unless
it was previously submitted) the results
and the date of the latest tests and
assays of the neomycin used in making
the batch for potency, toxicity, moisture,
and pH. He shall also submit in con-
nection with his request a sample con-
sisting of not less than 6 packages of the
ointment and (unless it was previously
submitted) a sample consisting of 5
packages c o n t a in in g approximately
equal portions of not less than 0.5 gram
each of the neomycin used in making
such batch.

(b) The fee for the services rendered
with respect to each immediate con-
tainer in the sample of neomycin sub-
mitted in accordance with the require-

ments prescribed therefor by this section
shall be $4.00.

§ 146e.412 Bacitracm-poymyxzn tab-
Zets. (a) Bacitracm-polymyxin tablets
conform to all requirements prescribed
by § 146e.403 for bacitracmn tablets, and
are subject to all procedures prescribed
by § 146e.403 for bacitracin tablets ex-
cept that:

(1) Each tablet contains not less than
400 units of bacitracin.

(2) Each tablet contains not less than
8,000 units of polymyxm B sulfate. The
polymyxi B used conforms to the re-
quirements prescribed for polymyxin by
§ 146b.107 (a) of this chapter.

(3) In lieu of the labeling prescribed
for bacitracm tablets by § 146e.403 (c)
(1) (ii) each package shall bear on the
outside wrapper or container and the
immediate container the number of units
of bacitracin and the number- of units
of polymyxln B in each tablet of the
batch.

(4) In addition to complying with the
requipements of § 146e.403 (d) a person
who requests certification of a batch
shall submit with his request a statement
showing the batch mark and (unless it
was previously submitted) the results
and the date of the latest tests and
assays of the polymyxin B used in mak-
ing the batch for potency and toxicity.
He shall also submit in connection with
his request a sample consisting of not
less than 30 tablets of such batch, and
(unless it was previously submitted) a
sample consisting of 5 packages, each
containing approximately equal portions
of not less -than 0.5 gram of the poly-
myxin B used in making the batch.

(b) The fee for the services rendered
with respect to each container in the
sample of polymyxm B submitted in ac-
cordance with the requirements pre-
scribed therefor by this section shall be
$4.00.

§ 146e.413 B a c vt r a c z n-neomyIcin
troches, zinc bacitracrn-n e o m y e z n
troches. Bacitracln-neomycin troches
and zinc bacitracm-neomycin troches
conform to all requirements and are sub-
ject to all procedures prescribed by
§ 146e.410 for bacitracm-neomycm tab-
lets, except that:

(a) Each troche contains not less than
200 units of bacitracm or zinc bacitracn.
The zinc bacitracm. used conforms to the
requirements prescribed by § 146e.418
(a)

(b) Each troche- contains not less than
2.5 milligrams of neomycin.

(c) Each troche may be tableted with
or without one or more suitable and
harmless local anesthetics, preservatives,
and chemical antimicrobial agents.

(d) In addition to the labeling pre-
scribed for bacitracin-neomycin tablets,
if it-contams one or more of the ingredi-
ents specified in paragraph (c) of this
section, each package shall bear on the
outside wrapper or container and the im-
mediate container the name and quan-
tit3r of each such ingredient in each
troche of the batch.

(e) If zinc bacitracin is used in the
manufacture of the batch, the person
who requests certification of a batch
shall submit with his request results and
the dates-of the latest tests of the zinc

bacitracin used in making the batch for
potency, toxicity, moisture, pH, and zino
content. He shall also submit In connec-
tion with his request (unless it was pre-
viously submittedY a sample consisting
of 5 packages, each containing ap-
proximately 1.0 gram of the zinc bal-
tracin used in making the batch.

(f) The fee for the services rendered
with respect to each package of the
sample submitted In accordance with
paragraph (e) of this section shall be
$4.00.

§ 146e.414 Bacitracin-neomYcin with
vasoconstrzctor; bacitracin-neomycicn
with.--------- (the blank being filled
in with the common or usual name of
the vasqconstrictor) (a) Bacltracin-
neomycin with vasoconstrictor conform,
to all requirements prescribed by § 146e.-
405 for bacitracin with vasoconstrictor
and is subject to all procedures pre-
scribed by § 146e.405 for bacitracin with
vasoconstrictor, except that:

(1) When prepared as directed In Its
labeling It contains not less than 3.0
milligrams of neomycin per milliliter,
The neomycin used conforms to the re-
quirements prescribed for neomycin by
§ 146e.410 (a) (2)

(2) In lieu of the labeling prescribed
by § 146e.405 (c) (1) (ii) and (l1), each
package shall bear on the outide wrap-
per or container and the immediate con-
tainer the number of units of bacltraoin
and the number of milligrams of neomy-
cin in each container and the statement
"Expiration date -------------- #" the
blank being filled In with the date which
is 12 months after the month during
which the batch .was certified, except
that the blank may be filled In with the
date which is 18 months or 24 months
after the month during which the batch
was certified if the person who request3
certification has submitted to the Com-
missioner results of tests and assays
showing that such drug as prepared jy
him is stable for such period of time:
Provided, however That such expiration
date may be omitted from the immediate
container if such Immediate container
is packaged In an Individual wrapper or
container. Furthermore, In lieu of the
1-week storage statement for the solu-
ton prescribed by § 146e.405 (c) (2) (iv),
the labeling may bear a 3-week storage
statement If the person who requesta
certification has submitted to the Com-
missioner results of tests and assays
showing that solutions of the drug as
prepared by him are stable for such
period of time after storage at room tem-
perature.

(3) In addition to complying with the
requirements of § 146eA05 (d), a person
who requests certification of a batch
of bacitracin-neomycin with vasocon-
strictor shall submit with his request a
statement showing the number of units
of bacitracin and the number of milli-
grams of neomycin In each Immediate
container, the batch mark, and (unless
it was previously submitted) the results
and the date of the latest tests and assays
of the neomycin used In making the
batch for potency, toxicity, moisture, and
pH. He shall also submit In connection
with his request a sample consisting of
not less than 6 packages of the bacitra-
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ema-neomycin with vasoconstrictor and
(unless it was previously submitted) a
sample consisting of 5 packages contain-
ing approximately equal portions of not
less than 0.5 gram each of the neomycin
used in making such batch.

(b) The fee for the services rendered
with respect to each immediate con-
tamer in the sample of neomycin sub-
mitted in accordance with the require-
ments prescribed therefor by this section
shall be $4.00.

§ 146e.415 Bacitracz-poVmyxmn tro-
ches; zznc bacitractn-polymyxzn troches.
Bacifracm-polymyxin troches and zinc
bacitracm-polymyxm troches conform to
all requirements and are subject to all
procedures prescribed by § 146e.404 for
bacitracin troches and zinc bacitracm.
troches, except that:

(a) Each troche contains not less than
50 units of bacitracmi or zinc bacitracm.

(b) Each troche contains not less than
1,000 units of polymymn B sulfate.
The polymyxin B used conforms to the
requirements prescribed for polymyen
by § 146b.107 (a) of tins chapter.

(c) Each troche may be tableted with
or without one or more suitable and
harmless local anesthetics.

(d) In addition to the labeling pre-
scribed for bacitracm troches and zinc
bacitracm troches, each package shall
bear on its label or labeling the number
of units of polymyxin B; and if'it con-
tams one or more local anesthetics, the
name and quantity of each such ingredi-
ent in each trocheof the batch.

(e) In addition to complying with the
requirements of § 146e.404 d) a person
who requests certification of a batch
shall submit with his request a state-
ment showing the batch mark and (un-
less it was previously submitted) the
results and the date of the late-t tests
and assays of the polymyxm B used in
making the batch for potency and tox-
icity. He shall also submit in connection
with his request a sample consisting of
not less than 30 troches and (unless it
was previously submitted) a sample con-
siting of 5 packages, each containing ap-
proximately equal portions of- not less
-than 500 milligrams of the polymyx.m
used in making the batch.

f) The fee for the services rendered
with respect to each container in the
sample of polymyxin submitted in ac-
cordance with the requirements pre-
scribed therefor by this section shall be
$4.00.

§ 146e.416 Bacitracn 7nethylene disa-
7icylate-(a) Standards of z d e n t z t y,
strength, quality, and purity. Bacitracin
methylene disalicylate is the methylene
disalicylate salt of a kind of bacitracin.
It is so purified and dried that:

(1) Its potency is not less than 14
units per milligram.

(2) It is nontoxic.
(3) Its moisture content is not more

than 5 percent.
(4) Its pH in a saturated aqueous so-

lution is not less than 3.5 and not more
than 5.0.

(b) Packaging. In all cases the im-
mediate containers shall be tight con-
tamers as defined by the U. S. P The
composition of the immediate containers
shall be such as will not cause any
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change In the strength, quality, or purity
of the contents beyond any limit there-
for in applicable standards, except that
minor changes so caused which are nor-
mal.and unavoidable in good packaging,
storage, and distribution practice shall
be disregarded.
(c) Labeling. Each package of ba-

citracin methylene disalcylate shall bear
on Its label or labeling, as hereinafter
indicated, the following:
(1) On the outside wrapper or con-

tainer and the immediate container:
(I) The batch mark.
(1) The- number of units of bacitra-

cin per gram, the number of grams of
bacitracin activity per pound, and the
weight of the drug in the immediate
container.

(iii) The statement -spiration date
," the blank being filled In

with the date which is 24 months after
the month during which the batch was
certified: Provided, however, That zuch
expiration date may be omitted from the
immediate container if such immediate
container s packaged in an individual
wrapper or container.

(v) The statement "For veterinary
use only."

(2) On the circular or other labeling
within or attached to the pactige, ade-
quate directions and warningS, for the
veterinary use of such drug.by the laity.
(d) Request for cerfification; camples.

(1) In addition to complying with the
requirements of § 140.2 of this chapter,
a person who requests certification of a
batch shall submit with his request a
statement showing the batch marl:,
the number of packages of each size
in the batch, the number of units of
bacitracin activity per gram, and the
number of grams of bacitracin activity
per pound. Such request shall be ac-
companied or followed by the rezults of
tests and assays made by him on the
batch for potency, toxicity, moisture,
and pH.

(2) Such person shall submit with his
request an accurately representative
sample of the batch, consisting of 5
packages each containing appro:imately
5 grams taken from a different part of
such batch, and each shall be packmged
in accordance with the requirements of
paragraph (b) of this section.
(e) Fees. The fee for the services

rendered with respect to each batch un-
der the regulations in this part cshall be:
(1) $4.00 for each immediate con-

tamer in the sample submitted In ac-
cordance with paragraph d) (2) of this
section.

(2) If the Commissioner considers
that investigations other than the exam-
ination of such immediate containers
are necessary to determine whether or
not such batch complies with the re-
quirements of § 146.3 of this chapter for
the issuance of a certificate, the cost of
such investigation.
The fee prescribed by subparagraph (1)
of this paragraph shall accompany the
request for certification unlezs such fee
is covered by an advance deposit main-
tained in accordance with § 140.8 (d)
of this chapter.

§ 146e.417 Powder bacitrachn methy-
lene disalicylate and strcptom ycfn -ul-
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fate oral veterinary-(a) Standards of
identity, strength, quality, and ptrity.
Powder bacltracin methylene dlsalicy-
late and ctreptomycin sulfate oral vet-
erinary is a mixture of bacitracin methy-
lene disalicylate and streptomycin sul-
fate oral veterinary, with or without one
or more suitable and harmlezs adsorbent
ingredients, diluents, colorings, and fI-
vormgs. Each gram contams not less
than 200 units of bacitracIn activity and
not less than 20 milligrams of strepto-
mycin activity. Its moisture content Is
not more than 71.5 percent. The bacm-
tracin methylene disalicylate uzed con-
forms to the requirements prescribed by
i 140e.416 (a). The streptomycin sulfate

oral veterinary used conforms to the
standards prezcribed by § 146b.114 (a)
of this chapter. Each other ingredient
used, if Its name Is recognized in the
U. S. P. or N. F., c2nforms to the stand-
ardsprezeribed therefor by suca official
compendium.

(b) Pacaiging. In all cases the Im-
mediate contaners shall be tight con-
t.?incrs as defined by the U. S. P. and
rhall be of such composition that they
will not cause any change in the
strength, quality, or purity of the con-
tents beyond any limit therefor in appli-
cable standards, except that minor
changes so caused that are normal and
unavoidable In good packaging, storage,
and distribution practice sall be dis-
regarded.

(c) Labeling. Each pa":age shall
bear on its Label or labeling, as herein-
after Indicated, the followng:

(1) On the outside wrapper or con-
tainer and the Immediate container:

(I) The batch marl:.
(U) The number of units of bacitracin

activity and the number of milligrams of
streptomycin activity per gram and the
tot2l number of grams in the immediate
container.

(IMI) The statement 'E-piration date
-- " the blank belng filled in ith
the date which Is 12 months after the
month during which the batch was
certified: Provided, however, That such
e:plration date may be omitted from the
immediate container if such immediate
container Is packaged In an individual
wrapper or container.

Civ) The statement "For oral veten-
nary use only."

(v) If it contains adsorbent ingre-
dients, the name of each.

(2) On the circular or other labeling
within or attached to the package, ade-
quate directions and warnings for the
veterinary uze of such drug by the laity.
Such circular or other labeling may also
bear a statement that a brochure or
other printed matter containing in-
formation for other veterinary uses of
nuch drug by a veterinarian licensed
by law to administer It will be sent to
such veterinarian on request.

(d) Request for certification; san.-
ples. (1) In addition to complying with
the requirements of § 146.2 of this
chapter, a person who requests cer-
tification of a batch shall submit
with his requezt a statement show-
ing the batch mar:, the number of
packmges of each size in such batch, the
batch marls and (unleszs they were pre-
viously submitted) the dates on which
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the latest assys of the bacitracin
methylene disalicylate and streptomycin
sulfate oral veterinary used in making
such batch were completed, the quantity
of each ingredient used in making the
batch, the date on which the latest assay
of the drug comprising such batch was
completed, and a statement that each
other ingredient used conforms to the
requirements prescribed therefor by this
section.

(2) Except as otherwise provided by
subparagraph (4) of this paragraph,
such person shall submit in connection
with his request results of the tests and
assays listed after each of the following,
made by him on an, accurately repre-
sentative sample of:

(I) The batch; units of bacitracm ac-
tivity per gram, milligram of strepto-
mycin activity per gram, and moisture.

(ii) The bacitracin methylene disal--
cylate and the streptomycin sulfate, oral
veterinary used in making the batch;
potency, toxicity moisture, and pH.

(3) Except as otherwise provided by
subparagraph (4) of this paragraph,
such person shall submit in connection
with his request, in the quantities hefe-
inafter indicated, accurately represent-
ative samples of the following:

(I) The&batch; 1 immediate container
for each 5,000 immediate containers in
the batch, but in no case less than 6
immediate containers or more than 12
immediate containers, unless each such
container is packaged to contain more
than 30 grams, in which case the sample
shall consist of 30 grams for each 5,000
immediate containers in the batch, but
in no case less than 6 30-gram portions
or more than 12 30-gram portions. Such
samples shall be collected by taking sin-
gle immediate containers or 30-gram
portions at such intervals throughout the
entire time of packaging the batch that
the quantities packaged during the in-
tervais are approximately equal.

(I1) The bacitracm methylene disa-
licylate used in making the batch; 5
packages containing approximately equal
portions of not less than 5 gams each,
packaged in accordance with the re-
quirements of § 146e.416 (b)

(i1i) The streptomycin sulfate oral
veterinary used in making the batch;
5 packages contaimng approximately
equal portions of not less than 1.0 gram
each, packaged in accordance with the
requirements of § 146b.114 (b) of this
chapter.

(iv) In case of an initial request for
certification, the other ingredients used
in making the batch; 1 package of each
containing approximately 5 grams.

(4) No result referred to in subpar-
agraph (2) (1i) of this paragraph, and
no sample referred to in subparagraph
(3) (ii) and (iii) of this paragraph, is
required if such result or' sample has
been previously submitted.

(e) Fees. The fee for the services
rendered with respect to each batch un-
der the regulations in this part shall
be:

(1) $4.00 for each immediate con-
tainer in the samples submitted in ac-
cordance with paragraph (d) (3) (1),
(if) (III) and (iv) of this section.

(2) If. the Commissioner considers
that investigations other than examina-

tion of such immediate containers are
necessary to determine whether or not
such batch complies with the require-
ments of § 146.3 of this chapter for the
issuance of a certificate, the cost of such
investigations.
The fee prescribed by subparagraph (1)
of this paragraph shall accompany the
request for certification unless such fee
is covered by an advance deposit main-
tained in accordance with the require-
ments of § 146.8 (d) of this chapter.

§ 146e.418 Zinc bacitraczn (bacitracmn
zinc salt)-(a) Standards of identity,
strength, quality, and purity. Zinc baci-
tracm is the zinc salt of a kind of bac-
tracin or a mixture of two or more such
salts. It is so purified and dried that:

(1) Its potency is not less than 40
units per milligram.

(2) It.is ifontoxic.
(3) Its moisture content is not more

than 5 percent.
(4) Its pH is not less than 6.0 and not

more than 7.5.
(5) Its zinc content is not more than

10 percent by weight on a moisture-free
basis.

(b) Packaging. In all cases the im-
mediate containers shall be tight con-
tainers as defined by the U. S. P. The
composition of the immediate containers
shall be such as will not cause any
change in the strength, quality, or purity
of the contents beyond any limit there-
for in applicable standards, except that
minor changes so caused that are nor-
mal and unavoidable in good packaging,
storage, and distribution practice shall
be° disregarded.

(c) Labeling. Each package of zinc
bacitracm. shall bear on its outside wrap-
per or container and the immediate
container:

(1) The batch mark.
(2) The number of units of bacitracin

activity per milligram of zinc bacitracin
and the number of grams of the drug in
the immediate container.

(3) The statement 'Expiration date
-.." the blank being filled in with

the date which is 24 months after the
month during which the batch was cer-
tified: Provided, however That such ex-
piration date may be omitted from the
-mmediate container if such immediate

container is packaged in an individual
wrapper or container.

(4) The statement "For use only in the
manufacture of nonparenteral - drugs."

(5) The statement "Caution: Federal'
law prohibits dispensing without pre-
scription."

(d) Request for certification; samples.
(1) In addition to complying with the
requirements of § 146.2 of this chap-
ter, a person who requests certifica-
tion of a batch shall submit with his
request a statement showing the
batch mark, the number of packages
of each size in the batch, the num-
ber of units of bacitradin activity
per milligram of zinc bacitracin, the
zinc content, and the total number of
grams of zinc bacitracin in each package.
Such request shall be accompanied or
followed by the results of tests and assays
made by him on the batch for potency,
toxicity, moisture, pH,'and zinc content.

(2) Such person shall also submit with
his request an accurately representative
sample of the batch, consisting of 5
packages each containing approximately
1.0 gram taken from a different part of
such batch, and each shall be packaged
in accordance with the reqdirements of
paragraph (b) of this section.

(e) Fees. The fee for the services ren-
dered with respect to each batch under
the regulations in this part shall be:

(1) $4.00 for each immediate container
in the sample submitted in accordance
wih paragraph (d) (2) of this section.

(2) If the Commissioner considers
that investigations other than the exam-
ination of such immediate containers
are necessary to determine whether or
,not such batch complies with the re-
quirements of § 146.3 of this chapter for
the issuance of a certificate, the cost of
such investigations.
The fee prescribed by subparagraph (1)
of this paragraph shall accompany the
request for certification unless such fee
is covered by an advance deposit main-
tamed in accordance with § 146.8 (d)
of this chapter.

§ 146e.419 Bacitracin-neomycin-poly-
myrn troches; zinc bacitracin-neomy-
czn-polymyzin troches-a) Standards
of identity, strength, quality, and purity.
Bacitracin-neomycin-polymyxin troches
and zinb bacitracin-neomycin-polymyx-
in troches are troches composed of bac-
tracin or zinc bacitracin, neomycin, and
polymyxin B with one or more suitable
and harmless diluents, binders, lubri-
cants, colorings, qnd flavorings. The
potency of each troche is not less than
200 units of bacitracin or zinc bacitracin,
5.0 milligram of neomycin, and 2,000
units of polymyxin B. Its moisture con-
tent is not more than 5 percent. The
bacitracin used conforms to the stand-
ards prescribed therefor by § 146o.401
(a) except § 146e.401 (a) (1), (2), and
(4) but its potency is not less than 30
units per milligram. The zinc bacitracin
used conforms to the standards pre-
scribed therefor by § 146e.418 (a) The
neomycin used conforms to the standards
prescribed therefor by § 146e.410 (a) (2)
The polymyxtn B used conforms to the
standards prescribed therefor by § 140b.-
107 (a) of this chapter. Each other sub-
stance used, if its name is recognized In
the U. S. P or X. F., conforms to the
standards prescribed therefor by such
official compendium.

(b) Packaging. It shall be packaged
in accordance with the requirements
prescribed by § 146e.403 (b)

(c) Labeling. Each package shall
bear on its label or labeling, as herein-
after indicated, the following:

(1) On the outside wrapper or con-
tainer and the immediate container'

(i) The batch mark.
(it) The number of units of bacitracin

or zinc bacitracin, the number of milli-
grams of neomycin, and the number of
units of polymyxin B in each troche of
the batch.

(ill) The statement "Expiration date
-," the blank being filled in

with the date that Is 12 months after
the month during which the batch was
certified, except that the blank may be
filled in with the date that is 18 months
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or 24 months after the month during
which the batch was certified if the per-
son who requests certification has sub-
mitted to the Commissioner results of
tests and assays showing that after hav-
ing been stored for such period of time
such drug as prepared by him complies
with the standards prescribed therefor
by paragraph (a) of this section: Pro-
vided, however That such expiration
date may be omitted from the immediate
container if such immediate container
is packaged in an individual wrapper or
container.

(2) On the outside wrapper or con-
tamer:

(i) The statement "Caution: Federal
law prohibits dispensing without pre-
scnption."

(ii) It it is packaged for dispensing, a
reference specifically identifying a read-
ily available medical publication con-
taining information (including contra-
indications and possible sensitization)
adequate for the use of such drug by
practitioners licensed by law to admin-
ister it; or a reference to a brochure or
other printed matter containing such
information, and a statement that such
brochure or other printed matter will
be sent on request: Provided, however
That this reference may be omitted if
the information is contained in a circu-
lar or other labeling within or attached
to the package.

(d) Request for certification; samples.
(1) In addition to complying with the
requirements of § 146.2 of this chap-
ter, a person who requests certi-
fication of a batch shall submit with
his request a statement showing the
batch mark, the number of pack-
ages of ea6h size in such batch, the batch
mark and (unless they were previously
submitted) the dates on which the latest
assays of the bacitracin or zinc bacitra-
cm, neomycin, and polymymn B used in
making such batch were completed, the
potency of each troche, the quantity of
each ingredient used in making the
batch,'the date on which the latest assay
of the drug comprising such batch was
completed, and a statement that each
ingredient used in making the batch con-
forms to the requirements prescribed
therefor by this section.

(2) Except as otherwise provided in
subparagraph (4) of this paragraph,
such persQn shall submit in connection
with bis request results of the tests and
assays listed after each of the following,
made by him on an% accurately repre-
sentative sample of:

(i) The batch; average potency of
bacitracin or zinc bacitracin, neomycin,
and polymyxin per troche, and average
moisture.

(ii) The bacitracin used in making
the batch; potency, toxicity, moisture,
and pH.

(iii) The zinc bacitracn used in mak-
ing the batch; potency, toxicity, mois-
ture, pH, and zine content.

(iv) The neomycin used in making
the batch; potency, toxicity, moisture,
and pH.

(v) The polymyxin used In making
the batch; potency and toxicity.

(3) _-xcept as otherwise provided by
subparagraph (4) of this paragraph,
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such person shall submit in connection
with his request, in the quantiti s here-
inafter indicated, accurately represent-
ative samples of the following:

(I) The batch; 1 troche for each 5.000
troches in the batch, but In no c=e less
than 40 troches or more than 100 trochez,
collected by taking single trochls at such-
intervals throughout the entire time of
tableting that the quantities tableted
during the intervals are appro"imately
equal.

(ii) The bacitracin used in making the
batch; 6 packages, each containing ap-
proximately equal portions of not less
than 0.5 gram, packaged in accordance
with the requirements of § 1e.401 (b)

(!i) The zinc bacitracin uzed in mak-
Ing the batch; 5 packages, each con-
taining approximately equal portions of
not less than 1.0 gram, packaged In ac-
cordance with the requirements of
§ 14e.413 (b)

(iv) The neonmyin used In mading the
batch; 5 packages, cach containing ap-
prodmately equal port!ons of not less
than 0.5 gram.

(v) The polymyxin used in maling
the batch; 5 packages, each containing
approximately equal portions of not lcs
than 0.5 gram.

(vi) In case of an initial request for
certification, each other ingredient used
in making the batch; 1 package of each,
containing appronimately 5 grams.

(4) No result referred to in subpara-
graph (2) (ii), (ll) (1v) and (v) of
this par-graph, and no samples referred
to in subparagraph (3) (1) (ill) (iv)
and (v) of this paragraph, is required if
such result or sample has been previ-
ously submitted.

(e) Fees. The fee for the services
rendered with respect to each batch
under the regulations in this part shall
be:

(1) $1.00 for each troche in the cam-
ple submitted in accordance with para-
graph (d) (3) (1) of this section; $4.00
for each package in the samples submit-
ted m accordance with paragraph (d)
(3) (i) (i) (Uv), (v), and (vi) of this
section.

(2) If the Commissioner considers
that investigations, other than eamina-
tion of such troches and pachagcs are
necessary to determine whether or not
such batch complies with the require-
ments of § 146.3 of this chapter for the
issuance of a certificate, the cost of such
investigations.

The fee prescribed by subparagraph (1)
of this paragraph shall accompany the
request for certification unless such fee
is covered by an advance deposit main-
tamed in accordance with § 146.8 (d)
of this chapter.

§ 146e.420 Bacitracin-yrothricin-
neomycm troches; -cle bacitracln-tyro-
thrw-neomyczn troches. Bacitracin-
tyrothricin-neomycln troches and zinc
bacitracin-tyrothrlcln-neomycln troches
conform to all requirements and are sub-
ject to all procedures prescribed by
§ 146e.413 for bacitracn-nomycin
troches or zinc bacltracin-neomycln
troches, except that:

(a) Each troche contains not lezs than
50 units of bacitracin or zinc bacitracin.
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(b) Each troche contains not lezs than
I mIlliaram of tyrothricin.

(c) They may contain cortisone or a
suitable derivative of cortisone.

(d) In addition to the labeling pre-
scribed for bacltracin-neomycln troches
and zinc bacitracin-neomycin trcches,
each pac!?age shall bear on the outside
wrapper or container and the immediate
container the number of miigrams of
t3rrothricln in each troche of the batch,
and if It contains cortisone or a deriva-
tive of certisone, the name and quantity
of each such substance.

§ 146e.421 Bactracm-neomym-paoy-
inyxin tabltLe, (a) Bacitracin-neomy-
cm-polymy:dn tablets conform to all
requirements and are subject to all pro-
c:dures prescribed by § 14a.412 for
bacltracin-polymy-in tablets, except
that:

(1) Each tablet confain not lezs than
6 millrams, of ncomycm. The nsomy-
cin uzed conforms to the raqmrements
prescribed therefor by § l4a410 (a) (2)

(2) In lieu of the labeling prezcribed
for bacitracin-polymyin tablets by
§ 14Ge.412 (a) (3), each package shall
bcar on the outside wrapper or container
and the Immediate container the num-
ber of units of bacitracIn, the number
of units of polymyxln B, and the number
of milligrams of neomycin in each tablet
of the batch.

(3) In addition to complying with the
requirements of . 14Ge412 (a) (4), a per-
con who requests certification of a batch
shall submit with his request a statement
showing the batch marl and (unless it
was prcvlously submitted) the results
and the date of the latest tests and
aszays of the neomycin used in m.king
the batch for potency, toxcity, moisture,
and p. He shall also submit m connec-
tion with his request a sample cansisting
of 5 packages containing approxmately
equal portions of not less than 0.5 gram
each of the neomycin used in makin
uch batch.

(b) The fee for the services rendered
with respect to each Immediate con-
tainer in the sample of neomycin sub-
mitted in accordance with the require-
ments prezcribed therefor by this section
shall be $4.00.

§ 14Ce.422 Bacitracm-polymyn-neo-
mycin omtment. (a) Bacitracm-poly-
myxdn-neomycin ointment conforms to
all requirements prezcribed by § 146e.409
for bacltracin-polymyxln ointment, and
Is subject to all procedures prescribed by
, 14e.409 for bacitracin-polymymn omt-
ment, except that:

(1) Its content of neomycin is not less
than 3.0 milligrams per gram. The neo-
mycin uzed conforms to the standards
prezerlbed by § 146e.410 (a) (2).

(2) It may contain one or more suit-
able and harmless chemical antimicro-
bial agents.

(3) In addition to the labeling pre-
scribed by § 146e.409 (a) (5) each pack-
age shall bear on the outside rapper or
container and the Immediate container
the number of milligrams of neomycin
in each gram of the batch.

(4) In addition to complying with the
requirements of § 146e.409 (a) (7Z), ,
person who requests certification of a,
batch of bacitracin-polymyxin-neomycin
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ointment shall submit with his request
a statement showing the batch mark and
(unless they were previously submitted)
the results and date of the latest testi
and assays of the neomycin used in mak-
ing the batch for potency, toxicity, mois-
ture, and pH. He shall also submit in
connection with his request a sample
consisting of not less than-7 packages
of bacitracin-polymyxin-neomycm oint-
ment and (unless it was previously sub-
mitted) a sample consisting of 5 packages
of the neomycin used in making the
batch, each containing approximately
0.5 gram.

(b) The fee for the services rendered
with respect to each immediate con-
tamer in the sample of neomycin sub-
mitted in accordance with the require-
ments prescribed therefor by paragraph
(a) (4) of this section shall be $4.00.

§ 146e.423 Soluble bacitraczn methyl-
ene disalicylate--(a) Standards of zden-
tity, strength, quality, and purity. Sol-
uble bacitracm methylene disalicylate is
a mixture of bacitracin methylene di-
salicylate, sodium carbonate, and sodium
bicarbonate, with or without suitable
and harmless diluents. It contains the
equivalent of not less than 25 grams of
the bacitracin master standard per
pound. Its moisture content is not more
than 8.5 percent. Its pH in an aqueous
,olution containing 200 units per milli-
liter Is not less than 8.5 and not more
than 9.5. The bacitracm methylene di-
salicylate used conforms to the require-
ments of § 146e.416 (a) Each other
substance used, if its name is recogmzed
in the U. S. P or N. F., conforms to the
standards prescribed therefor by such
official compendium.

(b) Packaging; labeling; request for
certification, samples; fees. Soluble bac-
Itracin methylene disalicylate conforms
to all requirements and procedures pre-
scribed for bacitracin methylene disali-
cylate by § 146e.416 (b), (c), (d), and (e)
except that the person who requests cer-
tification of a batch shall submit with his
request (unless previously submitted) a
sample consisting of 5 immediate con-
tainers, each containing approximately
5 grams, of the bacitracin methylene di-
salicylate used in making the batch.

(c) Exemption of soluble bacitracin
methylene disalicyldte from certification.
Soluble bacitracin methylene disalicy-
late that conforms-to the requirements of
paragraphs (a) (except that it may con-
tain one or more essential vitamin and
mineral substances for nutritive pur-
poses) and (b) of this section shall be
exempt from the requirements of sec-
tions 502 (1) and 507 of the act if it com-
plies with all the following conditions:

(1) Its label bears an expiration date
that is not more than 24 months after
the month during which the batch was
last assayed and released by the man-
ufacturer.

(2) If it contains added vitamins or
minerals, its label bears the name and
quantity of each such substance and a
statement that such substances are
present only for furnishing additional
vitamins and minerals while ammals are
eating less feed.

(3) The label bears a statement that
solutions prepared with the drug are
stable for not more than 24 hours.

(4) The circular or other labeling
within or attached to the package bears
information that only the antibiotic is
intended for the prevention or treatment
of the following conditions, and further,
bears directions and warnings adequate
for such use:

(i) Chrome respiratory disease (air-
sac infection) in chickens.

(ii) Blue comb (mud fever, nonspecific
infectious enteritis) in poultry.

(iii) Infectious sinusitis in poultry.
(iv) Bacterial enteritis in swine.
§ 146e.424 Bacitracin-neomycm-poly-

myxzn with vasoconstrzctor" bacitracin-
neomyczn-polymyxzn with ------------
(the blank being filled -n with the com-
mon or usual name of the vasoconstrzc-
tor) (a) Bacitracm-neomycm-p o 1 y-
myxm with vasoconstrictor conforms to
allyrequiriements and is subject to all pro-
cedures prescribed by § 146e.414 for baci-
tracin-neomycin with vasoconstrictor,
except that:

(1) When prepared as directed in its
labeling, each milliliter shall contain not
less than 50 units of bacitracin 3.5 milli-
grams of neomycin, and 1,000 units of
polymyxm B. -The polymyxin B used
conforms to the requirements prescribed
for polymyxin B by § 146b.107 (a) of this
chapter.

(2) It may contain the enzyme hy-
aluromdase.

(3), It may be a packaged combina-
tion of one immediate container of dry
components of the drug and one imme-
diate container of a solution of compo-
nents of the drug; but in no case shall
bacitracin or hyaluronidase be a compo-
nent of such solution of the packaged
combination.

(4) The moisture content of the dry
components of the drug is not more than
2.5 percent.

(5) In addition to the labeling pre-
scribed by § 146e.414 (a) (2) each
package shall bear on the outside wrap-
per or container and the immediate con-
tamer the number of units of polymyxm
B in each container, and if it contains
hyaluronidase the quantity of such in-
gredient in each container.

(6) On the label or labeling, if it con-
tams hyaluromdase, after the name
"bacitracm - neomycin - polymyxin with
vasoconstrictor," wherever it appears,
the words "and hyaluronidase," shall ap-
pear in juxtaposition With such name.

(7) In addition to complying with the
requirements of § 146e.414 (a) (3), a
peison who requests certification of a
batch shall submit with his request a
statement showing the number of units
of polymyxin B in each immediate"con-
tamer, the batch mark, and (unless it
was previously submitted) the results
and the date of the latest tests and as-
says of the polymyxm used in making
the batch for potency and toxicity. He
shall also submit in connection with his
request a sample consisting of not less
than 7 packages of the bacitracm- neo-
mycm-polymyxm with vasoconstrictor,
and (unless it -was previously submitted)
a sample consisting of.5 packages.con-
taming approximately equal portions of
not less than 0.5 gram each of the
polymyxn used in making the batch.

(b) The fee for the services rendered
with respect to each immediate container

in the sample of polymyxin submitted in
accordance with the requirements pro-
scribed therefor by this seotlon shall be
$4.00.

§ 146e.425 Bacitraoin powder-Ca)
Standards of identity, strength, quality,
and purity. Bacitracin powder Is badl-
tracin, with or without suitable and
harmless buffer substances, preserva-
tives, diluents, colorings, and flavorings,
It contains the equivalent of not less
than 10 grams of the bacitracin master
standard per pound. Its moisture con-
tent Is not more than 5 percent. The
bacitracin used conforms to the require-
ments of § 146e.401 (a) except § 146.401
(a) (1) (2), and (4) but Its potency Is
not less than 30 units per milligram,
Each other substance used, If its name Is
recognized In the. U. S. F or N. F., con-
forms to the standards prescribed there-
for by such official compendium.

(b) Packaging. In all cases the in-
mediate containers shall be tight con-
tamers as defined by the U. S. P The
composition of the immediate containers
shall be such as will not cause any change
in the strength, quality or purity of the
contents beyond any limit therefor In ap-
plicable standards, except that minor
changes so caused that are normal and
unavoidable in good packaging, storage,
and distribution practice shall be dis-
regarded.

(c) Labeling. Each package shall bear
-on its label or labeling, as hereinafter
indicated, the following:

(1) On the outside wrapper or con-
tainer and the Immediate container'

(i) The batch mark.
(ii) The number of units of bacitracin

per gram, the number of grams of baei-
tracin activity per pound, and the weight
of the drug in the Immediate container,

(li) The statement "Expiration date
--------- " the blank being filled In with

the date that Is 18 months after the
month during which the batch was cer-

.tiffed: Provided, however, That such ex.
piration date may be omitted from the
lmmediatecontainer If such Immediate
container is packaged In an individual
wrapper or container.

(iv) The statement "For oral vet-
einary use only."

(2) On the circular or other labeling
within or attached to the package, ade-
quate directions and warningo for the
veterinary use of such drug bT the laity,
(d) Request for certification, samples.

(1) In addition to, complying with the
requirements of § 146.2 of this chapter, a
person who requests certification of a
batch shall submit with his request a
statement showing the batch mark, the
number of packages of each size In such
batch, the batch mark and (unless It was
previously submitted) the date on which
the latest assay of the bacitracin used
in making such batch was completed,
the quantity of each Ingredient used In
making the batch, the date on which the
latest assay of the drug comprising such
batch was completed, and a statement
that each other ingredient used con.
forms to the requirements prescribed
therefor by this section.

(2) Except as otherwise provided by
subparagraph (4) of this paragraph,
such person shall submit In connection
with his request results of the tests and
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assays listed after each of the following,
made by hun on an accurately repre-
sentative sample of:
(i) The batch: Units of bacitracm

per gram, and moisture.
(if) The bacitracm used in making

the batch: Potency, toxicity, moisture,
and pH.

(3) Except as otherwise provided by
subparagraph (4) of this paragraph,
such person shall submit in connection
with his request, in the quantities here-
inafter indicated, accurately representa-
tive samples of the following:

(i) The batch: 1 immediate contaner
for each 5,000 mmediate containers in
the batch, but in no case less than 6 im-
mediate containers or more than 12 im-
mediate containers, unless each such
container is packaged to contain more
than 30 grams, in which case the sample
shal consist of 30 grams for each 5,C00
immediate containers in the batch, but
in no case less than six 30-gram por-
tions or more than twelve 30-gram por-
tions. Such samples shall be collected by
taking single immediate containers or
30-gram portions at such intervals
throughout the entire time of packaging
the batch that the quantities packaged
during the intervals are approximately
equal.

(ii) The bacitracm used in making the
batch: 6 packages, each containing ap-
proximately equal portions of not less
than 500 milligrams, packaged in ac-
cordance -with the requirements of
§ 146e.401 (b)

(iii) In case of an initial request for
certification, each other substance used
in making the batch: 1 package of each
containing approximately 5 grams.

-(4) No result referred to in subpara-
graph (2) (ii) of this paragraph,,and no
sample referred to in subparagraph (3)
(ii) of this paragraph, is required if such
result or sample has been previously
submitted.

(e) Fees. The fee for the services
rendered with respect to each batch un-
der the regulations in this part shall be:

(1) $4.00 for each immediate con-
tamer in the samples submitted in ac-
cordance with paragraph (d) (3) (i),
(ii) and (il) of this section.

(2) If the Commisioner considers
that investigations other than examina-
tion.of such immediate containers are
necessary to determine whether or not
such batch complies with the require-
ments of § 146.3 of this chapter for the
issuance of a certificate, the cost of such
investigations.
The fee prescribed by subparagraph (1)
of this paragraph shall accompany
the request for certification unless such
fee is covered by an advance deposit
maintained in accordance with the re-
quirements of § 146.8 (d) of this chapter.

(f) Exemption of bacitracm powder
from certification. Bacitracm powder
that conforms to the requirements of
paragraphs (a) (except that it may con-
tain one or more essential vitami and
mineral substances for nutritive pur-
poses) (b) and (c) of this section, ex-
cept paragraph (c) (1) (ii), shall be
exempt from the requirements of sEc-
tions 502 (1) and 507 of the act if it
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complies with all the following condl-
tions:

(1) Its label bears an explration date
-that is not more than 18 months after
the month during which the batch v;as
last assayed and released by the mnnu-
facturer.

(2) If it contains added vitamins or
minerals, Its label bears the name and
quantity of each such substance and a
statement that such substances are pres-
ent only for furnishing additional vita-
mins and minerals while animals are
eating less feed.

(3) The label bears a statement that
solutions prepared with the drug are
stable for not more than 24 hours.

(4) The circular or other labelinf re-
ferred to in paragraph (c) (2) of this
section bears information that only the
antibiotic is mtended for the prevention
or treatment of the following conditions,
and further, bears directions and warn-
ings adequate for such ue:
(i) Chronic respiratory discase 4air-

sac mfe.tion) in chickens.
(ii) Blue comb (mud fever, nonpecific

infectious enteritis) in poultry.
(iII) Infectious sinusitis in poultry.
(iv) Bacterial enteritis, in swine.
§ 146e.426 Tablets bacitracin meth-

ylene disalicylatc and streptomycin ru!-
fate oral veterinary. Tablets bacitracm
methylene disalicylate and streptomycin
sulfate oral veterinary are tablets that
conform to all requirements and are sub-
ject to all procedures prescribed by
§ 146e.417 for powder bacitracin methyl-
ene disalicylate and streptomycin sulfate
oral veterinary, except that:

(a) Each tablet shall contain not less
than 200 units of bacitmcin activity and
not less than 20 milligrams of strepto-
mycm activity.

(b) In lieu of the directions for label-
ing prescribed by § 146e.417 (o) (1) 011),
each package shall bear on the outside
wrapper or container arid the immediate
container the quantity of each antibiotic
in each tablet.

(c) In lieu of the directions for
sampling the batch as prescribed in
§ 146e.417 (d) (3) (1), the sample shall
consist of not les than 30 tablets and not
more than 100 tablets.
(d) The fee for the services rendered

with respect to each tablet in the sample
submitted in accordance with the re-
quirements prescribed therefor by para-
graph (c) of this section Shall be $1.00.
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protamlne.
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144 Tcot3 and mothtbc of a=y.
Aumonr: P§ 164.1 to I4.14 L-'ued un-

der sec. 701, 52 Stat. 105: 21 U. S. C. 371.
Interpret or apply £:c. Co. 55 Stat. e51; 21
U. S. C. 3G.
% 164.1 Definitions and 1nterpreta-

liona of terms. For the purposa of the
regulations in this part:

(a) The term "inuln" means the ac-
tive principle of pancreas which affects
the metaboliscm of carbohydrate in the
animal body and which I- of value in the
treatment of diabetes mellitus.

(b) The term "insulin U. S. P." means
the Insulin injection recognized in the
offcial United States Pharmacopei, in-
eluding supplements thereto.
(c) The term "protamine zinc insu-

lin" means the protamine zinc insulin
Injection recog-nized In the official United
States Pharmaeopala, including supple-
ments thereto.

(d) Tne term "globin zinc insulin"
means the globin zinc insulin injection
recognized in the official United States
Pharmacopela, Including supplements
thereto.

(e) The term "Izophane nsulin"
means the ihophane insulin mjection
reco-nized In the official United States
Pharmacopela, including supplements
thereto.

(f) The term 'lamte Insulin" means
the Insulin preparation described in
9 164.13.

(g) The term "master lot" means a
quantity (which Is purified and vhich
has been mixed in one container so as
to be homogeneous) of:

(1) A concentrated solution of insu-
lin; or

(2) The inaulin-containing solids, in
amorphous or crystalline form, derived
from one or more such solutions.

(h) The term "batch" means a quan-
tity of a drug, in labeled packages, of
uniform composition and intended for
administration without further change,
in which the sole insulin-containing in-
gredlent Is a single dilution (which has
been mixed in one container so as to be
homogeneous) of:

(1) A mngle masterlotor part thereof;
or

(2) A mixture of two or more master
lots or parts thereof;
except that such term means a portion
of such quantity when certification of
such portion Is requested.

(1) The term "master lot mark"
means an Identifying mark or other
Identifying device a.o'gned to a maser
lot by the manufacturer thereof.

(j) The term "batch mark" means an
identifying mark or other identifying
device assigned to a batch by the manu-
facturer thereof.
(1) The term "Secretary" means the

Secretary of Health, Education, and
1Welfare.
(1) The term "Commissioner" mean3

the CommLs oner of Food and Drugs.
(m) The functions and duties of the

Commsli oner under the regulations in
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this part may be exercised by such other
responsible officials of the Food and Drug
Administration as the Commissioner may
designate for that purpose.

(n) The term "act" means the Federal
Food, Drug, and Cosmetic Act, as
amended.

(o) The definitions and interpreta-
tions of terms contained m section 201
of the act shall be applicable to such
terms when used in the regulations in
this part.

§ 164.2 Requests for certification,
samples; storage; approvals prelimmary
to certification. (a) A request for cer-
tification of a batch shall be address6d to
the Commissioner, Food and Drug Ad-
ministration, Department of Health,
Education, and Welfare, Washington 25,
D. C. A request from a foreign manufac-
turer shall be signed by such manufac-
turer and by an agent of such manu-
facturer who resides in the Unitedt States.

(b) The initial request for certifica-
tion submitted by any person shall be
preceded or accompanied by a full state-
ment of the facilities and controls used
to maintain the identity, strength, qual-
ity, and purity of each batch, including a
description of:

(1) The equipment, methods, and
processes used in diluting master lots
and parts thcreof, and m maintaining
the identity, strength, quality, and purity
of master lots and dilutions therefrom;

(2) The tests and assays made on mas-
ter lots and mixtures thereof, on dilu-
tions and batches therefrom, and on in-
gredients used in such dilutions and
batches; and

(3) The' laboratory facilities used in
such controls.
Such initial request shall also be 'pre-
ceded or accompanied by the keys to the
master lot marks and batch marks used
by such person, When any change is
made in any of such facilities or controls,
or in any such key, the next request for
certification thereafter shall be accom-
panied by a full statement of such
change.

(c) A person who requests certifica-
tion of a batch shall submit in connec-
tion with his request statements show-
rag:

(1) The master lot mark of each mas-
ter lot used or to be used wholly or partly
as an ingredient or component of an in-
gredient of the batch;

(2) The quantity of each such master
lot so used;

(3) The original quantity of each such
master lot (unless such information has
been previously submitted)

(4) The quantity of the batch; and
(5) The batch mark.
(d) Except as otherwise provided in

paragraphs (g) and (h) of this section,
a person who requests certification of a
batch shall submit in connection with
his request and in the quantities herein-
after indicated, accurately representa-
tive samples of the following:

(1) The single master lot or the mix-
ture of two or more master -lots or parts
thereof, to be used as ingredients of the
batch; in a quantity containing approxi-
mately 10,000 U. S. P Units of insulin,
except that, if the batch is to be isophane
insulin, the quantity shall contaih not

less than 20,000 U. S. P Units of Insulin.
(2) A trial dilution made from such

master lot or mixture, glycerin, phenol or
cresol, and hydrochloric acid, which di-
lution conforms to the standard of iden-
tity, strength, quality, and purity for
insulin U. S. P., excdlrt that it may con-
tam not less than 35 U. S. P Units nor
more than 45 U.'S. P Units of insulin
per cubic centimeter; in a quantity con-
taming approximately 2,000 U. S. P.
Units of insulin.

(3) If the batch is to be protamine
zinc insulin, a trial mixture which is
intended to be accurately representative
of the mixture which will constitute the
finished batch; in a quantity containing
approximately 2,000 U. S. P Units of
insulin.

(4) If the batch is to be protamine zinc
insulin or isophane insulin, the lot of
protamme used as an ingredient of the
trial mixture referred to in subparagraph
(3) or (7) of this paragraph; m-a quan-
tity of approximately 2 grams.

(5) If the batch is to be globin zinc
insulin, a triaLmixture made from the
master lot or mixture referred to in sub-
paragraph (1) of this paragraph, globin,
zinc chloride, hydrochloric acid, glycerin,
and phenol or cresol, which mixture Is
intended to be accurately representative
of the mixture which will constitute the
finished batch; in a quantity containing
approximately 2,000 U. S. P Units of
insulin.

(6) If the batch is to be globin iinc
insulin, the lot of globin hydrochloride
from which the globin is to be prepared
for use as an ingredient of the trial mix-
ture referred to in subparagraph (5) of
this paragraph; in a quantity of approxi-
mately 5 grams.

(7) If the batch is to be isophane insu-
lin, a trial mixture which is intended to
be accurately representative of the fin-
ished batch; in a .quantity of approxi-
mately 2,500 U. S. P Units of insulin.

(8) If the batch is to be lente insulin, a
trial mixture which is intended to be
accurately representative of the finished
batch; in a quantity of approximately 50
milliliters.

(9) The finished batch; in a quantity
not less than five packages; except that
if the batch is insulin U. S. P. of 500-unit
strength; in a quantity of one package.

(e) Except as otherwise provided by
paragraphs (g) and (h) of this section,
a person who requests certification shall
submit in connection with his request
results of the tests and assays listed after
each of the following materials, made by
him on a sample of such material:

(1) The master lot or mixture, referred
to in paragraph (d) (1) of thls section:
Ash, nitrogen, potency, reaction, sterility,
and zinc, if such master lot or mixture is
a solution; ash, moisture, nitrogen, po-
tency, and zinc, if such master lot or
mixture is a solid.

(2) A trial dilution of such master lot
or mixture, of the potency of the trial
dilution referred to in paragraph (d) (2)
of this section: Nitrogen, reaction, and
potency.

(3) If the batch is to be protamine
zinc insulin,the trial mixture referred to
in .paragraph (d) (3) of this section:
Nitrogen, reaction, zinc, and biological
reaction (by the test prescribed in the

official United States Pharmacopela, In-
cluding supplements thereto)

(4) If the batch Is to be protamine zino
insulin or Isophane insulin, the prota-
mine referred to In paragraph (d) (4)
of this section: Moisture, nitrogen, and
sulfate.

(5) If the batch Is to be globin zino
Insulin, the trial mixture referred to In
paragraph (d) (5) of this section: Nitro-
gen, reaction, zinc, and biological reac-
tion (by the test prescribed In the official
United States Pharmacopela, Including
supplements thereto)

(6) If the batch is to be globin zinc
insulin, the globin hydrochloride referred
to in paragraph (d) (6) of this section:
Moisture, nitrogen, chloride, and ash.

(7) If the batch is to be isophane in-
sulin, the trial mixture referred to in
paragraph (d) (7) of this section: Nitro-
gen, reaction, zinc, isophane ratio of the
protamine to the master lot or mixture
(by the test prescrlbec In § 164.14 (c)),
and biological activity of the supernatant
liquid (by the test prescribed in the oM-
cial United States Pharmacopeia, in-
cluding supplements thereto)

(8) If the batch is to be lento insulin,
the trial mixture referred to in para-
graph (d) (8) of this section: Nitrogen,
reaction, zinc, zinc in the supernatant
liquid, and proportion of crystalline com-
ponent (by the test prescribed in § 164.14
(e))

(9) The finished batch: Nitrogen, re-
action, sterility- and if the batch is
protamine zinc Insulin, globin zinc in-
sulin, Isophane Insulin, or lento insulin,
zinc.

(f). The results of tests and assays for
the following shall be reported In the
terms indicated:

(1) Ash (except globin hydrochlo-
ride) -milligrams per 1,000 U. S. P Units
of Insulin.

(2) Ash in globin hydrochloride-per-
cent by weight.

(3) ChlorIde-percent by weight as
HC1.

(4) Isophane ratio-milligrams of
protamine per 100 U. S. P Units of
insulin.

(5) Moisture-percent by weight.
(6) Nitrogen (except in globin hydro-

chloride and protamine) -milligrams per
milliliter in the cases 6f solutions and
suspensions, and percent by weight in the
case of solids.

(7) Nitrogen In globin hydrochloride--
percent by weight, calculated to a mois-
ture-free, ash-free, chlorldezfree basis,

(8) Nitrogen In protamine-percent
by weight, calculated to a moisture-free
basis.

(9) Potency-U. S. P Units of insulin
per milliliter in the case of solutions,
and U. S. P Units of insulin per milli-
gram In the case of solids.

(10) Proportion of' crystalline com-
ponent-percent of total nitrogen of the
preparation -present in the crystalline
component.

(11) Reaction-hydrogen Ion concen-
tration (pH)

(12) Sulfate-percent by weight, as
SO,, calculated to a moisture-free basis.

(13) Zinc-milligrams per milliliter
in the cases of solutions and suspensions,
and percent by weight in the case of
solids.
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(g) (1) No sample referred to n para-
graph (d) (1) to (8) inclusive, of tins
section, and no result referred to in para-
graph (e) (1) to (8) inclusive, of this
section, is required if such sample or
result has been submitted in connection
with a previous request for certification.
No sample referred to in paragraph (d)
(3) of this section, and no result referred
to in paragraph (e) (3)n of this section,
is required if the batch is to be protamine
zinc insulin of 80-unit strength and the
Commissioner has previously approved a
trial nixture referred to in paragraph
(d) (3) of this section of 40-unit
strength, prepared from the same mate-
nals and in the same manner (except for
adjustment of reaction of the buffer
solution) as such batch of 80-unit
strength is to be made. No sample re-
ferred to in paragraph (d)" (5) of this
section and no result referred'to in para-
graph (e) (5) of this section, is required
if the batch is to be globin zinc insulin of
80-unit strength and the Commisioner
has previously approved a trial miture
referred to in paragraph (d) (5) of this
section of 40-unit strength, prepared
from the same materials and in the same
manner as such batch of 80-unit strength
is to be made. No sample referred to in
paragraph (d) (7) of this section, and no
result referred to in paragraph (e) (7) of
this section, is required if the batch is to
be isophane insulin of 80-unit strength
and the Commsioner has previously ap-
proved a trial mixture referred to in
paragraph (d) (7) of this section of
40-unit strength, prepared from the same
materials and in the same manner as
such batch of 80-unit strength is to be
made.

(2) Each sample submitted pursuant
to this section shall be so packaged as to
maintain its representative character,
and in the case of any solution or sus-
pension, shall be collected and packaged
under aseptic conditions. Each package
shall be clearly identified as to its con-
tents and shall bear the name and post
office address of the person submitting
the request.

(3) The packages constituting the
samples submitted pursuant to para-
graph (d) (9) of this section shall be
collected at such intervals that the
quantities packaged between collections
are apprommately equal; in no case shall
any such quantity be- more than 10,000
packages. The collections shall cover
the entire period of packaging.

(4) Each sample submitted pursuant
to paragraph (d) (2) (3) (5) (7) and
(8) of this section shall be accompanied
by a stateinent showing the identity,
quality, and quantity of each substance
used as an ingredient or as a component
of an ingredient in the material from
which'the sample was taken.

(5) If the tests and assays, results of
which are submitted pursuant to para-
graph (e) (2) of this section, were not
made on the same trial dilution as that
from which the sample submitted pur-
suant to paragraph (d) (2) of this sec-
tion was -taken, such sample shall be
accompanied by a statement showing the
identity, quality, and quantity of each
substance used as an ingredient or as a
component of an ingredient of the trial
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dilution on which such tests and asays
were made.

(6) The value for nitrogen submitted
pursuant to paragraph (e) (1) and (2)
of this section may be calculated from
the result of a test therefor submitted
pursuant to either paragraph (e) (1) or
(2) of this section. The result on po-
tency required under paragraph (e) (1)
of this section may be calculated from
an assay therefor submitted pursuant to
paragraph (e) (2) of this section. The
value of each of the components nitro-
gen and zinc, to the extent required un-
der paragraph (e) (9) of this section,
may be calculated from the result of a,
test therefor submitted pursuant to
paragraph (e) (3) or (5), or (7), or (3)
of this section or from the result of a
test of the bulk dilution from which the
batch was prepared. The value for ni-
trogen required under paragraph (e) (9)
of this section may, f the batch is in-
sulin U. S. P. or lente Insulin, be calcu-
lated from a test therefor submitted pur-
suant to either paragraph (e) (1) or (2)
of this section. Each calculated value
shall be indicated as such.

(7) The information required under
paragraph (c) (1), (2), and (3) of this
section, and the samples and results of
tests and assays required under para-
graphs (d) (1) and (2) and (e) (1) and
(2) of this section, should be submitted
before submission of the samples and
results required in paragraph d) (3) to
(8), Inclusive, of this section and (e) (3)
to (8), inclusive, of this section; and the
samples and results required under par-
agraphs Cd) (3) to (8), Inclusive, and
(e) (3) to (8), Inclusive, should be cub-
mitted before submission of the Infor-
mation, samples, and results required
under paragraphs Cc) (4) and 45), (d)
(9) and (e) (9) of this section. All in-
formation, Including results of tests and
assays (except results of tests for ste-
rility) required under this cation
should be submitted at the came time as
the samples to which they relate are
submitted.

(h) The person who requests certifi-
cations shall-submit such information
additional to that submitted pursuant to
paragraphs (b), (c), (e), and (g) of this
section, such additional samples of any
substance referred to in paragraph Cd)
of this section, and such samples of any
other substance used or to be used as an
ingredient or as a component of an In-
gredient in the batch, as the Commis-
sioner may require for the purpose of
investigations to determine whether or
not such batch complies with the re-
quirements set forth by C I4.3 for the
issuance of a certificate.

(i) After a sample required by para-
graph (d) of this section is taken from
any master lot or mixture of parts of
two or more master lots, such master lot
or master lots and all parts thereof, and
all dilutions and batches and all parts
thereof in which any such master lot is
used as an ingredient or as a component
of an ingredient, shall be stored at the
establishment where manufactured until
used up or shipped or otherwie deliv-
ered, at a temperature above frcezing
but not above 150 C. (590 F.), and under
such other conditions as prevent, co far
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as practicable, any change in compcsi-
tion; except that master lots and Parts
thereof which are solids may be stored
at ordinary room temperatures.

C) As promptly as practicable zfter
the samples submitted pursuant to para-
graph (d) (1) and (2) of this section,
and any other material or Information
relative thereto that may be required
under this section, are received by the
CommisIoner, he shall notify the person
who submitted such samples of his ap-
proval or refusal to approve the use of
the master lot or mixture for the makNng
of bulk dilutions. In case of a refusal
to approve, the Commlssoner shall state
his reasons therefor.
() In like manner, the Commissioner

phall notify the person who submits
samples puruant, to paragraph (d) (3)
to (8), inclusive, of this section of his
approval or refusal to approve the use
of the materials represented by such
-ample3 In completing the manufacture

of the batch. In case of a refusal to
approve, the Commissioner shall state
his reasons therefor.
(1) If, under the provisions of Para-

graph (j) or () of this section, the
CommLsioner has refused to alprove
any material for use in a subsequent op-
eration, he shall examine no other sam-
ple required hereunder which includes
such material as an ingredient or com-
ponent of an ingredient, unless and until
the person requezftng certification makes
an adequate showing that the cause for
such rafumal no longer exists.

§ 164.3 Ccrtflcations. (a) If it ap-
pears to the Commisioner, after such
investigation as he considers necessary,
that:
(1) The information (Including re-

sults of tests and assays) and the
samples required by or pursuant to
§ 104.2 have been submitted, and such
Information contains no untrue state-
ment of a material fact;

(2) The batch complies with these
reunlations and conforms to the stand-
ards of Identity, strength, quality, and
purity for insulin U. S. P., protamine
zinc insulin, globin zinc Insulin, isophane
insulin, or lente insulin;
the Commissioner shall certify that such
batch Is safe and efilcaclous for use, sub-
Jcct to such conditions on the effective-
nezz of such certifications as are set forth
in § 16.4, and shall issue to the person
who requested It a certificate to that
effect.

b) If the Commissioner determines.
after such investigation as he consders,
to be nece-sary, that the information
submitted pursuant to § 164.2, or the
batch covered by such request, does not
comply with the requirements set forth
in paragraph (a) of this section for the
lzzuance of a, certificate, the Commis-
sloner shall refuse to cartify such batch
and shall give notice thereof to the per-
son who requested certification, stating
his reasons for refusal
(c) For the purposs of his Investiga-

tions under the authority of this section,
the Comrmissoner may accept, when he
is ati filed as to the completeness and
accuracy thereof, the results of any test -

or a-says made by the control laboratory
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of the Insulin Committee of the Univer-
sity of Toronto.

§ 164.4 Conditions on the effective-
ness of certifieates. (a) A certificate
shall not become effective:

(1) If it is obtained through fraud,
or through misrepresentation or conceal-
ment of a material fact;

(2) With respect to any package, un-
less Its immediate container complies
with the requirements of § 164.5 and such
package or such immediate container
has been so sealed that its contents can-
not be used without destroying such
package or seal; or

(3) With-respect to any package, un-
less its label and labeling bear all words,
statements, and other information, and
are distingished by the color or colors;
required by § 164.6 and 164.7.

(b) A certificate shall cease to be ef-
fective:

(1) With respect to any package of in-
sulin U. S. P., protamine zinc insulin,
globin zinc insulin, or isophane insulin,
on the expiration date specified in the
official United States Pharmacopeia, in-
cluding supplements thereto;

(2) With respect to any package of
lente insulin, 18 months after the im-
mediate container therein was filled;

(3) With respect to any package, when
such package or the seal thereof or the
immediate container therein or the seal
of the immediate container is broken,
or when its label or labeling ceases to
conform to any requirement of § 164.6
or § 164.7, or

(4) With respect to any package, when
the drug therein so changes that it fails
to meet the standards of identity,
strength, quality, and purity upon the
basis of which the batch was certified;
except that those minor changes in po-
tency (not exceeding 10 percent from the
potency stated on the label, in the case
of insulin U. S. P.) which occur before
the expiration date, and which are nor-
mal-and unavoidable in good storage and
distribution practice, shall be disre-
garded.

§ 164.5 Packagng. Each batch shall
be packaged in immediate containers of
colorless transparent glass. Such con-
tainers shall be closed with a substance
through which successive doses may be
withdrawn by hypodermic needle with-
out removing the closure or destroying
Its effectiveness. The containers and
closures shall be sterile at the time the
containers are filled and closed. The
composition of the containers and clo-
sures shall be such as will not cause any
change in the strength, quality, or purity
of the contents beyond any limit there-
for prescribed in applicable standards
of strength, quality, and purity. The
shape of the containers shall be cylin-
drical, except that the cross-section of
the containers for isophane insulin shall
be a rounded square and the shoulder of
the containers for lente insulin shall be
hexagonal.

§ 164.6 Labeling. Each package from
a batch that has been certified in ac-
cordance with the regulations in this
part shall bear, on Its label or labeling
as hereinafter indicated, the following:

(a) On the outside wrapper or con-
tamer and the immediate container of
the retail package:

(1) The batch mark of such batch;
(2) The strength of the drug in terms

of the U. S. P Units of insulin per mnlli-
liter" and

(3) If the seal required by § 164.4 (a)
(2) is on the immediate container only,
the statement required by paragraph (b)
(1) of this section.

(b) On the outside container or wrap-
Per of the retail package:

(1) The statement "Expiration date
------- " the blank being filled in with

the date on which the certiflqate appli-
cable to such batch expires with respect
to such package, as provided in § 164.4
(b) (1) or (2) and

(2) The statement "Keep in a cold
place, avoid freezing."

(c) If the batch contains 40, 80, or 100
U. S. P Units of insulin per milliliter, on
'the circular or other labeling of the
retail package:

(1) A statement that the treatment
of diabetes mellitus is an individual prob-
lem and that the use of the drug, the
time of its administration, and the num-
ber of daily doses and the quantity of
each, as well as diet and exercise, are
problems which require direct and con-
tinuous medical supervision;

(2) A statement explaining that the
volume of the dose depends on the num-
ber of units of insulin per milliliter
stated on the label, and that the patient
should understand the meaning of the
volume markings on the syringe;

(3) A description of a practicable
method for sterilizing the needle and
syringe before use;

(4) A description of the technique of
withdrawal from the vial and the use of
an antiseptic on the stopper, and a cau-
tion against the removal of the stopper;

(5) A description of the technique for
cleansing, and the use of an antiseptic
on, the site of injection;

(6) A statement that failure to com-
ply with the techniques described in
.subparagraphs (3) (4) and (5) of this
paragraph may lead to infection of the
patient;

(7) A statement that injection should
be subcutaneous, at a different site from
that of the preceding injection, and a
caution against intravenous or intra-
muscular use;

(8) An explanation of hypoglycemia
and its relation to overdosage, omission
of meals, illness, and infection;

(9) A statement of the significance of
sugar in the urine and of the necessity
of tests therefor; and

(10) A caution against use after the
expiration date shown on the outside
wrapper or container.

(d) On the circular or other labeling
of the retail package, if the batch Is
insulin U. S. P (in addition to the infor-
mation required by paragraphs (a) (b),
and (c) or (i) of this section), a caution
against use if the drug has become vis-
cous or if its color has become other than
water clear.

(e) On the outside wrapper or con-
tamer and the immediate container of
the retail package, if the batch is pro-
tamine zinc insulin, isophane Insulin, or
lente insulin (in addition to the rnfor-

mation required by paragraphs (a), (b),
and (c) of this section), the statement
"Shake carefully," or "Shake well before
using," or "Shake well," or "Shake care-
fully to suspend all particles."

(f) On the circular or other labeling
of the retail package, if the batch is pro-
tamine zinc insulin, isophane Insulin, or
lente Insulin (in addition to the Infor-
mation requredcby paragraphs (a), (b),
(c), and (e) of this section)

(1) An explanation of the difference,
as compared with other insulin-contain-
ing drugs, In onset of action, duration,
and the time and frequency of admin-
istration;

(2) A caution that It Is not to be sub'
stituted for any Other Insulin-containing
drug except on the advice and direction
of a physician;

(3) A statement that a uniform sus-
pension of the preparation is necessary
and is brought about by careful shaking
before use; and

(4) A caution against use when the
precipitate has become lumped or granu-
lar In appearance or has formed a de-
posit of solid particles on the wall of the
container.

(g) On the circular or other labeling
of the retail package, if the batch is
globin zinc insulin (in addition to the
information required by paragraphs (a)
(b) and (c) of this section)

(1) An explanation of the difference,
as compared with other insulin-con.
taining drugs, in onset of action, dura-
tion, and the time and frequency 9f ad-
ministation;

(2) A caution that It is not to be sub-
stituted for any other insulin-contain-
ing drug, except on the advice and direc-
tion of a physician; and

(3) A caution against use if any tur-
bidity or precipitate has developed in the
solution.

(h) If the batch contains 500 U. S, P
Units of insulin per milliliter, on the out-
side container Or wrapper and the imme.
diate container of the retail package:

(1) The statement "Caution: Federal
law prohibits dispensing without pro-
scription"; and

(2) The statement "Warning-High
potency-Not for ordinary use."

(i) f the batch contains 500 U. S. P
Units of insulin per milliliter, on the cir-
cular or other labeling of the retail pack-
age:

(1) Information adequate for the safe
and effective use of the drug, by prac-
titioners licensed by law to administer it,
in insulin shock therapy and for the
treatment of diabetic patients with high
insulin resistance (daily requirement
more than 200 units),

(2) A prominently placed and con-
spicuous statement: "Warning-This In-
sulin preparation contains 500 units of
insulin in each cubic centimeter. Ex-
treme caution must be observed In meas-
urement of dosage because Inadvertent
overdose may result in irreversible In-
sulin shock. Serious consequences may
result If It Is used other than under con-
stant medical supervision";

(3) A caution against Intravenous
use; and

(4) A caution against use after the
expiration date shown on the outsido
wrapper or container.
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§ 164.7 Distinguzshrng colors on pack.-
ages. (a) The outside containers or
wrappers of the packages, and the labels
on the nmmediaqte containers, of each
strength of insulin U. S. P shall be dis-
tinguished by the following colors:

Red, if it contains 40 U. S. P. Units of
insulin per mailliliter.

Green, if it contains 80 U. S. P. Units of
insilin per milliliter.

Orange, if It contains 100 U. S. P. Units of
insulin per milliliter.

Narrow (at least 5 but not more than 20
to each inch) brown and white diagonal
stripes, if it contains 500 U. S. P. Units of
insulin per milliliter.
But if the master lot used was in crystal-
line form, the distingshing colors, in-
stead of those prescribed above, may be
the following:

Red and gray, if it contains 40 U. S. P.
Units of insulin per milliliter.

Green and gray, if it contains 80 U. S. P.
Units of insulin per milliliter.

(b) The outside containers or wrappers
of the packages, and the labels on the
immediate containers, of each strength
of protamine zinc insulin shall be dis-
tinguished by the following colors:

Red and white, if it contains 40 U. S. P.
Units of insulin per milliliter.

Green and white, if it contains 80 U. S. P.
Units of insulin per milliliter.

(c) The outside containers or wrappers
of the packages, and the labels of the
immediate containers, of each strength
of globm zinc insulin shall be distin-
guished by the following colors:

Red and brown, if it contains 40 U. S. P.
Units of insulin per milliliter.

Green and brown, if it contains 80 U. S. P.
Units of insulin per milliliter.

(d) The outside containers or wrap-
pers of the packages, and the labels of
the inimediate containers, of each
strength of isophane insulin shall be dis-
tinguished by the following colors:

Red and blue, f it contains 40 U. S. P.
Units of insulin per milliliter.

Green and blue, if it contains 80 U. S. P.
Units of insulin per milliliter.

(e) The outside containers or wrap-
0 pers of the packages, and the labels of

the immediate containers, of each
strength of lente insulin shall be dis-
tinguished by the following colors:

Red and lavender, if it contains 40 U. S. P.
Units of insulin per milliliter.

Green and lavender, if it contains 80
U. S. P. Units of insulin per milliliter.

§ 164.8 Records of distribution. (a)
The person to whom a certificate is is-
sued shall keep complete records show-
mg each shipment and other delivery
(including exports) of each batch or
part thereof, by the person requesting
certification, and showing each such
shipment and delivery into, or from any
place an, any State or Territory, made
by any person subject to his control,
including records showing the date and
quantity of each such shipment and de-
livery and the name and post office
address of the person to whom such
shipment or delivery was made.

(b) Upon the request of any officer or
employee of the Food and Drug Admin-
istration or of any other officer or em-
ployee of the United States, acting on
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behalf of the Secretary, the parson to
whom a certificate Is Issued, at all rea-
sonable hours within 3 years after dis-
posal of all the batch covered by such
certificate, shall make such records
available to any such officer or employee,
and 'shall accord to such officer or em-
ployee full opportunity to make inven-
tory of stocks of such batch on hand and
otherwise to check the correctness of
such records.

-§ 164.9 Authority to refuse certifica-
tion service. When the Secretary finds,
after giving notice and opportunity for
hearing, that a person has:

(a) Obtained or attempted to obtain
a certificate through fraud, or through
misrepresentation or concealment of a
material fact;

(b) Falsified the records required to
be kept by § 164.8; or
(c) Failed to keep such records or to

make them available, or to accord full
opportunity to make an inventory of
stocks on hand or otherwise to checl: the
correctness of such records, as required
by such section,

the Secretary may immediately supend
service to such person under the re3ula-
tions in this part, and may continue such
suspension unless and until such person
shows adequate cause why such suspen-
sion should be terminated.

§ 164.10 Fees. (a) (1) Fees for the
services rendered under the regulations
in this part shall be such as are neces-
sary to provide, equip, and maintain an
adequate certification service.

(2) Whenever in the judgment of the
Commissioner the ratio between fecs col-
lected (which are based upon experience
and the best estimate of costs and the
best estimate of earnings) and the costs
of providing the service during an
elapsed period of time, in the light of
all circumstances and contingencies,
warrants a refund from the fund col-
lected during such period, he hall make
ratable refunds to those persons to whom
the Eervices were rendered and charged,
except for those services described under
paragraph (b) (2) (I), (3) (11), and (5)
of this section.

(b) The fees for the services rendered
with respect to the samples submittEd
pursuant to § 164.2 (d shall be:

(1) For each master lot or mixture of
two or more master lots, or parts thereof,
as follows:
(i) $50 if the master lot or mrxture lv-

not been previously approved by the
Commissioner;

(Ui) $25 f the master lot or mixture
has been previously approved by the
Commissioner in accordance with
§ 164.2 (J)

(2) For each trial dilution, as follows:
(i) $50 if the results of an assay for

potency of a trial dilution made by the
laboratory referred to in § 164.3 (c) are
submitted or are to be submitted;

i) The cost of the services rendered
if the results referred to in subdivislon
(I) of this subparagraph are not sub-
mitted and are not to be submitted.

(3) For each trial mixture of prota-
mine zinc insulin, as follows:

(1) $50 if the results of tests for bio-
logical reactions made by the laboratory

referred to in C 164.3 (c) are submitted
or are to be submitted;

(1i) The cost of the services rendered
if the results referred to in subdivision
() of this subparagraph are not sub-
mitted and are not to be submitted.

(4) $50 for each lot of protamine.
(5) The cost of the services rendered

for each trial mixture of globm zinc in-
sulin, isophane insulin, or lente insulin.

(6) $50 for each lot of globin hydro-
chloride.

(7) $10 for each package in the
sample of the inished batch.
Except as otherwise provided by para-
graph c) of this section, each request
for certification submitted, or the initial
sample or samples submitted in connc-
tion therewith pursuant to § 164.2 (d),
whichever is sent first to the Commis-
sioner, shall be accompanied by such
fees as are prescribed in specific amounts
for the samples submitted. 'When the
fee is the cost of the services rendered,
each sample referred to in subparagraph
(2) (i) of this paragraph shall be ac-
companied by an advance deposit of
$1,200; each sample referred to in sub-
paragraphs (3) (it) and (5) of this para-
graph Shall be accompanied by an
advance deposit of $500; and thereafter
such additional advance deposits shall
be made as the Commissioner estimates
may be necessary to prevent arrears m
the payment of such fee.

c) A person requiring continuing
certification services may maintain an
advance deposit of the estimated costs
of such services for a period of 2 months
or more. Such deposits shall be debited
with fees for services rendered, but shal
not be debited for any fee the amount of
which is not definitely specified in these
regulations unlews the depositor has pre-
viously requested the performance of
the services to be covered by such fee.
A monthly statement for each such ad-
vance deposit chall be rendered.

d) The unearned portion of any ad-
vance deposit made pursuant to para-
graph (b) or Cc) of this section shall be
refunded to the depositor upon his ap-
plication.
(e) All advance deposits required by

the regulations in this part shall be paid
by money order, bank draft, or certified
check drawn to the order of the Treas-
urer of the United States, collectible at
par at Washington, D. C. All deposits
shall be forwarded to the Food and DrUg
Administration, Dapartment of Health,
Education, and Welfare, Washington 25.
D. C., whereupon after malmn- appro-
priate record thereof they will be trans-
mitted to the Chief Disbursing Officer,
Division of Disbursement, Treasury
Department, for deposit to the special
account "Certification and Inspection
Services, Food and Drug Admin-
istration."
§ 164.11 Standards of quality and

purity for protamire. When protamine
is dried to constant weight at 100 ° C..
its total nitrogen content is not less than
22.5 percent and not more than 25.5 per-
cent, and Its sulfate content, calculated
as SO,, i- not less than 16 percent and
not more than 19 percent.

§ 164.12 Standard3 of quality and
purity for globin hydrochloride. The
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ash content of globm hydrochloride is
not more than 0.3 percent; its nitrogen
content, calculated to moisture, ash, and
hydrochloric acid free basis, is not less
than 16.0 percent and not more than
17.5 percent.

§164.13 Standards of identity,
strength, quality, and purity for lente
insulin. Lente insulin is a sterile suspen-
sion, In a buffered water medium, of in-
sulin modified by the addition of zinc
chloride. Of -the insulin contained in
the preparation not more than 1 U. S. P.
Unit of insulin per milliliter is in solu-
tion, approximately 70 percent is crystal-
line, and the remainder is amorphous.
Zinc-insulin crystals are used in such
quantity that each milliliter of the prep-
aration, when the precipitate therein is
brought into uniform suspension, con-
tains either 40 or 80 U. S. P Unita of
Insulin. The preparation contains, for
each 100 U. S. P Units of insulin, not less
than 0.20 milligram and not more than
0.25 milligram zinc (of which not less
than 40 percent nor more than 65 per-
cent is in the supernatant liquid) and
not more than 0.65 milligram nitrogen.
The preparation also contains not less
than 0.15 percent and not more than
0.17 percent (w/v) sodium acetate, not
less than 0.65 percent and not more than
0.75 percent (w/v) sodium chloride, and
not less'than 0.09 percent and not more
than 0.11 percent (w/v) methyl-p-hy-
droxybenzoate. The pH of the finished
product is not less than 7.1 nor more
than 7.5.

§ 164.14 Tests and methods of'assay.
The following tests and methods of assay
are prescribed for the purposes of the
regulations in this part. (All reagents
specified in this section shall be of
U. S.'P quality or better.)

(a) Tests and methods of assay for in-
sulin U S. P., protamme zinc insulin,
globzn zinc insulin, and 2sophane insulin.
The tests and methods of assay for in-
sulin U. S. P., protamine zinc insulin,
globin zinc insulin, and isophane insulin
shall be those set forth therefor in the
official United States Pharmacopeia, in-
cluding supplements thereto.

(b) Identification of lente insulin.
Acidify lente insulin to a pH between 2.5
and 3j5. The precipitate dissolves, giv-
ing a clear, colorless liquid which con-
forms to the requirements of the identi-
fication test for insulin U. S. P in the
official United States Pharmacopela, in-
cluding supplements thereto. Add a
few drops of ferric chloride test solu-
tion to lente insulin. A reddish-brown
color develops that is destroyed by the
addition of a mineral acid.

(c) Isophane ratio. The isophane
ratio shall be expressed as milligrams of
protannne per 100 U. S. P Units of
Insulin.

(1) Reagents-(i) The stocks buffer
solution. Dissolve in water the quanti-
ties of metacresol, phenol, glycerin, and
disodium phosphate required to make 10
liters of the batch of isophane insulin
and dilute to 1,000 milliliters.

(iI) The insulin solution. From a
sample of the zinc-insulin crystals to be
used in making the batch weigh a quan-
tity which contains 10,000 U. S. P. Units

of Insulin. Dissolve the crystals in 15
milliliters of 0.1 percent hydrochloric
acid. -The resulting solution must be
clear. Add it to 25 milliliters of the stock
buffer solution (subdivision (i) of this
subparagraph) Dilute with water to.
approximately 200 milliliters. Adjust
the pH to 7.2 using hydrochloric acid or
sodium hydroxide. The solution must be
clear at this stage. If sodium chloride is
to be used in preparing' the batch add
25-milliliters of 4.2 percent (w/v) sodium
chloride solution. Dilute to 250 milli-
liters with water. The pH must be be-
tween 7.1 and 7.4.

(iIi) The protamme solution. Weigh
500 milligrams of the protamine to be
used in making the batch and dissolve
in 10 milliliters of the stock buffer solu-
tion (subdivision (i) of this subpara-
graph) If sodium chloride is to be used
in preparing the batch add 10 milliliters
of 4.2 percent (w/v) sodium chloride
solution. Dilute with water to approxi-
mately 80 milliliters. Adjust the pH to
7.2 using hydrochloric acid or sodium
hydroxide. Dilute with water to 100 mil-
liliters. The pH must be between 7.2
and 7.4, and the solution must be clear.

(2) Conduct of the test. Measure
six 25-milliliter samples of the insulin
solution (subparagraph (1) (ii) of this
paragraph) into six tubes. To the first
tube add 0.61 milliliter of the protamine
solution (subparagraph (1) (iii) of this
paragraph) to the second add 0.72 milli-
liter, to the third add 0.84 milliliter, to
the fourth add 0.96 milliliter, to the fifth
add 1.08 milliliters, and to the sixth add
1.20 milliliters. lMix the contents of each
tube and let stand for at least 30 minutes.
Centrifuge. (Do not filter.) From each
supernatant fluid remove two 10-milli-
liter samples, thus creating two serieg of
samples. To each of one series add 1
milliliter of the insulin solution (sub-
paragraph (1) (ii) of this paragraph)
To each of the other series add 1 milli-
liter of the protamme solution (sub-
paragraph (1) (iii) of this paragraph)
Mix each sample and let stand 10 min-
utes. Measure the turbidity of each
sample by means of a photometer or
nephelometer. Plot the readings of the
two series of samples, using the amount
of protamme originally added in milli-
grams per 100 U. S. P Units of insulin
as abscissas, and the photometer or,
nephelometer readings as ordinates. The
abscissa of the intersection of the two
curves indicates the isophane ratio of the
protamme to the 'zinc-insulin crystals.
In order to increase the precision of the
test, when the approximate isophane
ratio is known, the quantities,of prota-
mine solution to be added to the six tubes
may be so chosen -that the range (0.60
to 1.20 milliliters) is reduced, and the
approximate isophane ratio is near the
middle of the range.
The isophane ratio found is not more
than 100 percent nor less than 90 per-
cent of the ratio of protamine to insulin
used in the trial mixture referred to in
§ 164.2 (d) (7)

(d) Proportion of crystalline compo-
nent in Tente insulin. The proportion of
crystalline component shall be expressed
as percent of the total nitrogen of the

preparation which is present In the
crystalline component.

(1) Reagent. Dissolve in water 8.15
grams of crystalline sodium acetate and
42 grams of sodium chloride. Add 68
milliliters of tenth-normal hydrochloric
acid, 150 milliliters of acetone, and suffi-
cient water to make 500 milliliters.

(2) Conduct of test. Centrifuge 16
milliliters of lente insulin and carefully
pour off the supernatant liquid. Re-
suspend the solid phase in 5 milliliters
of water and 10 milliliters of the wash
reagent (subparagraph (1) of this para-
graph) and again centrifuge. Discard
the supernatant liquid and repeat the
washing with the same quantities of
water and wash reagent and again dis-
card the supernatant liquid. Dissolve
the crystalline residue In sufficient dilute
hydrochloric acid to make the volume 15
milliliters. Determine the nitrogen con-
tent of this solution by the method speci-
fled' In paragraph (h) of this section.
The nitrogen found must be not less than
55 percent nor more than 67 percent of
the total nitrogen of the preparation,

(e) Sterility of lente insulin. Use the
method described In the official United
States Pharmacopela, Including supple-
ments thereto, for Insulin U. S. P

(f) Chloride in globzn hydrochloride-
(1) Conduct of the test. Weigh accu-
rately approximately 0.5 gram of globin
hydrochloride Into a small beaker and
dissolve in 10-15 milliliters of distilled
water. Add 10 milliliters of .tenth-
normal silver nitrate, 5 milliliters of
nitric acid, and 5 milliliters of a saturated
solution of potassium permanganate.
Stir and place on a steam bath for ap-
proximately 1 hour. If any brown color
remains, stir again, rinse the sides of the
beaker with distilled water and place on
the steam bath until the brown color dis-
appears. Transfer quantitatively to a
50-milliliter volumetric flask and fill
the flask to the mark with distilled water.
Mix and filter through a dry filter paper
into a dry vessel. Transfer exactly 40
milliliters of the filtrate to a flask, odd 2
milliliters of ferric ammonium sulfate
test solution and titrate with tenth-
normal ammonium thlocyanate. To ob-
tain the percent chloride as HCI, sub-
tract 1.25 times the number of milliliters
of ammonium thiocyanate used from 10;
multiply this difference by 0.365 and
divide by the weight of the sample in
grams.

(2) Reagents. The reagents used are
those described in the official United
States Pharmacopela, including supple-
ments thereto.

(g) Sulfate in vrotamined-() Con-
•duet of the test. Weigh accurately about
250 milligrams of protamine and dis-
solve it in about 100 milliliters of ap-
proximately tenth-normal hydrochloric
acid. Heat to boiling and add 5 mllili-
ters of barium chloride test solution,
Digest on a steam bath for 1 hour; allow
to cool. Filter through an Ignited and
weighed Gooch crucible; wash free of
chlorides. Dry, ignite, and weigh. The
weight of barium sulfate thus obtained
multiplleol by 41.15 and divided by the
weight of sample is the percent sulfate
(SO) In the sample. Calculate the re-
sults to a moisture-free basis,
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(2) Reagents. The reagents used are
those described in the official United
States Pharmacopeia, including supple-
ments thereto.

(h) Nitrogen. Determine total nitro-
gen by the method described in the offi-
cial United States Pharmacopeia, in-
cluding supplements thereto, for insulin
U. S. P.

(i) Zinc zn znsulin-containing solu-
tions or suspensions. Use the method
described in the official United States
Pharmacopeia, including supplements
thereto, for insulin U. S. P.

(j) Zinc in insulin-containing solids.
Dissolve 10 to 20 milligrams, accurately
weighed, of insulin-containing solids in
5 to 10 milliliters of distilled water con-
taming 1 drop of five-normal hydro-
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chloric acid, and proceed as directed in
the official United States Pharmacopela,
including supplements thereto, under the
test for zinc in insulin U. S. P.

PART 165--CnT=t Ci=cAL DZnivA-
TIVEs or SunsTa;crs NA=SD ni SccToi
502 (d) or THE FEDETLA FOOD, DaUG,
Aiam CosuETIc AcT DZSIOC:,ED AS

HABIT FoRm.G
§ 165.1 Habit-formtng drugs whlch,

are chencal derivatihes of -ubstances
specified in section 502 (d) of the Fed-
eral Food, Drug, and Cosmetic Act
Each of the following chemical deriva-
tives of a substance named in Uection
502 (d) of the Federal Food. Drug and
Cosmetic Act is hereby designated as
habit forming:

Parent substanco Chelcal dcrivativo Cimilcal dcrIMltn of dulvA
.
vo

Barbiturlc Acid ....

Bromal ------------

Cannabis, Marl-
huana.

Carbromal ........

Chlorali ............

Cocaine .......

Codeine........

Morphrno... .

Opium ...........

Paraldehyde....
Sulphonmethane-...

Alurate ..............................
Amytal - -...........-.............
Barbital ... ....................
Butisoi --------- -
Cyclopal. cyciopen -------. . --
Delviaal ..........................
Dial ................................
Eldoral-- ---------...... ........
Eunaroon ........................-..
Evipal ..-.......................
IpraL ...--.................
Meal - --.........-............
Narconumal ...............
NeonaL .........................
iNostal ..............................
OrtaL ..............................
Pentenal -......-....... .............
PentobarbitaL .------.........
Pentothal .........................
Pernostn ................-------
Phanodorn. --------------........
PhenobarbitaL ......................
Proponal ............................
Rutonal .......................- - -.
Sandoptal .........................-
Sizmodal, Rectidon ....a............
All lithium, sodium, pota si-m, mag-

neslum, calcium, strontism, and
ammonium salts of the for, go ng
chemical derivatives of I arbiturle
aed.

Seconal .............................
All s3lts of the foregoing chl mical d,

nivative formed by r~pl-Ang the
sodium with lithium, r- t --Lum,
magnesium, calcium, strentlum, or
ammonium radical.

Bromal Hydrate .....................
Brometone .... 2 ...................
Bromoform ..................
Extract of Cannabis.
Flnidextract of Cannabis.
Tincture of Cannabis.
Acatylcarbrmnal ....................
Brour-al ........................
Neuronal .......................
Sedonnid ........... . . .
Alpha-Chloraos.................
Ciloralformam d .---------
Chloral Hydrate .................
Chloralimide ........................
Chlorobutanol .......................
All salts of cocaine obtalned by com-
bmmg coamine with any a,/d.

Dicodid - -..-.--.--.-- --------......
Eueo daL ----...---....- .- ..-- ..--- .-.
.All salts of the foregoing cli mIral de-

rivatives of codelne, and all sals of
codeine, obtained by com idn- any
such derivative or coddnv with any
acid.

Eucodin .... ......-
dl salts of heroin obtained by com-
bining heroin with any aid.

Dilandid .........................
Ethylmorph- -. ...--.-----
Paranorph_........ ...
All salts of the foregoing chemical

derivativesofmorphine,aesdailalts
of morphine. obtained by combining
any such derivative or morphino
with any acid.

Extract of Opium.
Fluidextract of Opium.
Tincture of Opium.
-Metaldehyde.

Sufonethylmethane ...---------Sulfondidhylinethoae .....

t hl- r-ul.rbturic ,')
(5-al-vi eloPaht m nyl- "1tlrtli ='L) .

04I rn' %-~i lbs 14sblu s~tikaitall. l.h arlturI c aeid

(rK thyl-5.t-ll-l-r lwl 2rblftrf _0 I I
t.-t 2-b roife2l: riU-..£r, l-l.ircl t sV!Or Au" " .

(5<thyl-5Lspylarbituri1$'l.1(,5< thy.l-5-p.hcnylIl-m th1'.) 3bJul5 5z' 11
(5-all--.¢,..,royl.l-mlil.2th, Iji, bur i.:,! 1

tr,.< thyl-5-1Rt yllburzft ur I ~_
(r. :,ror,t-l.(2.romoaliyli hh onetr s;l)

(,'tim-mc thw'l.habtr) -,

(." tyl. <Y~F:nt (nl.bxbtoe ssr l 1
( lyl.io-i.m thylbutyll.lartluri: -,11

t2-(trhcb-.,-m thy l)u-' 2- hl ta3 h t n :. l

t 5-r-~ul-v-.2-bromoi .l|!xltur.: I"'
(5 < lh th y .: i fh ~l- . rh . yl rL ) -a e b 1ulj ?: L

(5.hdrorl-hc rno. t 5: .)

(c,5ddn o mpylbrlt de',-L )

(%( hyra-ph nelhahur ) :

(Q.a.Mvl-5-lfoybut harbt r_ .)

(,llir-.alh.l..(.mc lh1ut h.2l,raV ) -

(trltr,rnzltalchydo hy,lrat' 1

(trrt'romcmct~aae.)

(c-broo-=-cthyl,utyryl.s:. t~2-ur~a

ro-llmlL val ryl.ur..a)

(4- rlc horo- hdroxc hl +.' rU:! 1t+
(t rlchlc5oz talddbhylo hydra'.:,)
itrhl rc:thidrlncimnco)
(2-(tri.hlromIhy) .2prop'3sel)

~ lhydro-etcleso.1
dydlrehyikoxy.e: il1nea.,)

(codeine methyl brom[ieo)

(dthlro-morlhona2.)

(dlhydro-nmerphln3J

(2,2-&lithylalfonyl.buta-ii.1
(3,3dlihyLsufoiy l-;sntul5.)

(See. 701 (a), 52 Stat. 1055; 21 U. S. C. 371 (a). Interpre3 or npplies eo. G02 (d), 52 Stat.
1050, as amended; 21 U. S. 0. 352 (d))
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Sub:hoplcz D-Res rvad

Subrhaplcr E-1Rgua=tlons Under Spcilfic Ads of
Congress Olhor Than the Food, Dr3 and
Cosme;l Act

PArT 281-EI;roncnrini or TE: Trux
I"zporrAmtoz; Acv

231.1 Impartatiro of Inferior goods pro-
hibited.

231.2 Importation without apPralzment.
231.3 Banding of tea for consumption.
231.4 Toas destined for Interior ports.
231.5 Warehoucco for storage of te-.
231.0 m1thod of storin- in warehouma.
231.7 Exmzanation of paclnge.
231. Tea blended, mixed end repaeled for

expirt.
281.9 Removal of tea f rom rmtousa.
231.10 Ixemptlon of cample pzc'aagez from.

examination.
281.11 Tea brought in by paszen~erz.
2I.12 UnclaImed tea.
281.13 Tca pach-mge and content, chail con-

Iltuto a unit.
281.14 iMang of camples at ports where tea

emlner is rtatoned.
231.15 rc-ult of examnation; form of re-

port.
231.10 Taldng or mmple- at ports vhere

there i- no tea examer.
231.17 Chop list.
231.18 Surplus samples.
281.19 Tea standards.
2310 El e:tive data of tea standards.
231.21 To whom standards will be far-

niLhcd.
231.22 DLspostlon of obzelete standards.
281.23 Intstruction to examInerz.
231.21 Tenting'of tea.
2312. Tct1ing quality of Infus-d leaf.
281-20 M ao or Canton congou and brick

tca standards.
231.27 Teas Imitating China green teas.
231-23 Pachorig rormosa col=.- t=&s
281.23 Tc dus#.
23120 Test for paro!n and similar sub-

stances.
23121 Tests for Impurities.
2,31.2 Tolerance for flne tea particelz.
2812 Tea Inferior to the standard In any

rcquite Is justly rejected.
281.30 Actlon based oil rezylt of exanarc-

tion.
23127 Prezeduro for protest ag anst find-

23123 Prozcdure by lmporter for review.
2,312.3 Rejec-ted tca.
2,31.40 Exnrtatlon of rejcZted t-.
221.1 Relmportatlon of exported teas for-

bldden.
28142 Dztructeon of condemned tea.
231.43 Duties of suporvising tea examiner.

Au-no=a-v: 9; 231.1 to 231.43 Isued under
rco. 10, 23 Stat. C57. as amended; 21 U. S. C.
0. Interprct or apply see. 1, 23 Stat. C04,
as amended; 21 U. S. C. 41.

Ci-ozo R=va.c=: For Bureau of Customs
regulatIons governinZ lmportatlon of tea, =ao
19 CrR 12.33.

§ 201.1 Importation of inferzor goods
prohdoIbed. The importation of any
merchandise as tea which Is inferior in
purity, quality, and fitness for consump-
tion to the standards fixed and estab-
lished by the Secretary of Health, Edu-
cation, and Welfare, in accordance with
section 3 of the Tea Importation Act (29
Stat. 605; 21 U. S. C. 43) Is prohibited.

§ 201.2 Importation without appraise-
ment. Importations of tea may be
entered for consumption, for transit to
foreign countries, or for immediate
transportation without appraisement.
All entries must be on the regular forms,
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and the regular serial numbers, for both
bonds and entries should be used.

§ 281.3 Bonding of tea for consump-
tion. Tea entered for consumption must
be stored as provided in § 281.5, pending
examination, and bond must be taken
by the collector of customs, as provided
in section 4 of the Tea Importation Act
(29 Stat. 605; 21 U. S. C. 44) on Customs
Form No. 7551 or 7553. This bond shall
be canceled upon the issuance of a per-
mit for release, as the consumption entry
bond Includes provisions for the rede-
livery, the exportation, the destruction,
and the holding of the merchaidise for
customs examination.

§ 281.4 Teas destined for interior
ports. Imported teas entered at an
exterior port destined for immediate
transportation to an interior port shall
be forwarded without detention.

§ 281.5 Warehouses for storage of tea.
(a) Warehouses for the storage of tea
will be designated by the collector of
customs and the proprietor thereof will
be required to give a bond in the form
prescribed (Customs Form No. 3581)
Teas not stored in such designated ware-
houses will be placed in general order
store or In public store pending examina-
tion and release on proper permit. In
the absence of proper storage facilities
at customhouses, teas may be retained
In locked cars as constructive ware-
houses, under proper supervision, pend-
ing examination.

(b) The importer's premises may be
designated as warehouses for the storage
of tea on the filing of the bond provided
for by the regulations In this part, but
whenever, In the discretion of the col-
lector of customs, It shall be considered
desirable, a storekeeper shall be assigned
to the supervision of such premises at
-the Importer's expense while the teas
shall remain under bond therein.

§ 281.6 Method of storing in ware-
house. (a) When -tea under examina-
tion Is stored in any warehouse it must
be so placed as to be separate from other
merchandise and so as to allow con-
venient .supervision by customs officers
and officers of the Department of Health,
Education, and Welfare. At ports where
there are no bonded warehouses, class 2
or 3, the chief customs officer of the port
will, when necessary, procure suitable
premises for the temporary storage of
any tea reaching his port. The repack-
Ing of tea in warehouse for export pur-
poses is not allowed.

(b) All expenses of storage, cartage,
and labor must be paid by the importer.

§ 281.7 Examination of packages.
Chief officers of customs may order such
an examination of packages containing
tea as will satisfy them that no dutiable
goods are packed therein. For this pur-
pose the customary designation should be
made of packages for examination in
public store.

§ 281.8 Tea blended, mixed and re-
packed for export. Tea importers de-
siring to import teas Into the United
States to be blended, mixed, and repacked
for export can do so by bonding a ware-
house under the provisions of section
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311 of the Tariff Act of 1930 (46 Stat.
691, 19'U. S. C. 1311) upon compliance
with § 19.13 to 19.15, inclusive, of the
Customs Regulation of 1943 (19 4CR
19.13-19.15) giving bond on Customs
Form No. 3583. All teas placed in bonded
manufacturing warehouses must be ex-
ported.

CRoss REFERNCu: For customs regulations
governing manufacturing warehouses, see
19 CFR 19.13-19.16.

§ 281.9 Removal o1 tea from ware-
house. No tea shall be delivered to the
importer or removed from warehouse for
-any purpose before the examination re-
quired by the Tea Importation Act.

§ 281.10 Exemption of sample pack-
ages from examination. Where tea is
put up In packages of not over 2 pounds
in weight, imported by mail, express, or
otherwise from -the country of production,
and the fact is established that the
packages are samples for distribution,
or for use in soliciting orders and not
for sale, no examination should be made
under the Tea Importation Act (29 Stat.
604; 21 U. S. C. 41-50) and they may be
delivered at once to the importer.

§ 281.11 Tea brought in by passen-
gers. Packages of tea not exceeding 5
pounds in weight brought'by passengers
may be delivered without examination
under the Tea Importation Act (29 Stat.
604, 21 U. S. C. 41-50)

CRoss REPERENcE: For Bureau of-Customs
regulations, see 19 CFR 10.17 (d).

§ 281.12 Unclaimed teas. Unclaimed
teas should be taken possession of by
collectors of customs -the same as other
unclaimed goods and placed in "general
order" but not sold at the expiration
of the year unless declared fit for con-
sumption by a designated tea examiner.

OsRoss nm-EriNcE: For Bureau of Customs
regulations governing disposition of mer-
chandise unclaimed or in warehouse beyond
the time fixed by law, see 19 CFB'Part 20.

§ 281.13 Tea packages and contents
shall constitute a unit. Tea packages
and contents shall be treated as a unit,
and no separation of tea from its covering
can be allowed, for either exportation or
destruction, except under the two follow-
ing conditions:

(a) In cases of importations of tea
containing an excessive quantity of dust
and siftings, the tea may be sifted and
admitted to entry if found up to the
standard, and the dust and siftings may
also be admitted if found up to the
standard or, if no standard exists, If
found up to the respective leaf standard.
If not up to the standard, or respective
leaf standard when no standard exists,
the dust and siftings must be exported
or destroyed under Government super-
vision.

(b) If, by reason of damage, a tea
otherwise equal in quality to the stand-
ard has been rejected, the damaged por-
tion may be removed and .exported or
destroyed under custom's supervision,
and the sound remainder resubmitted
for examination and admitted to entry
if found up to the standard.

§ 281.14 Taking of samples at ports
where tea examiner is stationed. The

examination of teas at ports where a duly
qualified tea examiner Is stationed shall
be made by means of samples drawn by
the sampler from packages designated by
the tea examiner. The importer, when
his teas are ready for sampling, shall sub-
mit In duplicate to the tea examiner a
chop list and release permit (T. I. 9, Cat,
No. 1) of the several lines Included In the
Invoice, and the tea examiner shall select
for examination packages representing
the different lines,

§ 281.15 Result of examination, form
of report. (a) The examination and re-
port upon such samples shall be made
In accordance with the provisions of sece-
tlon 7 of the Tea Importation Act (29
Stat. 606; 21 U. S. C. 46) and the result
of this examination shall be noted on the
Invoice by the tea examiner before he
returns the Invoice to the collector of
customs. The tea examiner at the same
time should make his returns on the
original copy of the chop list and release
permit (T. I. S. Cat. No. 1), which, after
being duly signed by him, should be for-
warded by him to the Importer or con-
signee.

(b)- In case the tea coverings are
dutiable and appraised at a value or rate
higher than the entered value or rate,
the tea examiner shall follow the same
procedure as above, except that the chop
list and release permit shall be returned
to the collector of customs for such ac-
tion as he sees fit to take.

(c) In case a partial release Is desired
the importer shall furnish an additional
chop list and release permit (T. 1 S,
Cat. No. 1) of the goods that he desires,
the original chop list and release permit
being retained by the tea examiner until
action on all the teas In the entry has
been taken.

§ 281.16 Taking of samples at ports
where there is no tea examiner (a) In
case an entry of Imported tea shall be
made at a port or subport where no tea
examiner Is stationed the Importer
should prepare the chop list and release
permit CT. I. S. Cat. No. 1) in triplicate
and forward them to the chief officer of
the customs at the port of entry.

(b) Samples shall be obtained by such
officers, together with the original and
one copy of the chop list and release per-
mit CT. I S. Cat. No. 1) and shall be for-
warded to the nearest qualified tea ex-
aminer for his report and return. Sam-
ples sent for the purpose of examination
from ports of Importation to ports where
tea examiners are located shall be
packed In clean tin cans, free from odor,
fitted with tight covers, and of a capacity
to hold about 4 ounces avoirdupois of
tea. Each can shall be properly labeled(T. L. S. Cat. No; 5).

§ 281.17 Chop list. (a) In all casea
the Importer Thall Indicate on the chop
list and release permit where the goods
are to be sampled, whether on the dock
or In warehouse. If the consular Invoice
has not been received the Importer may
prepare an additional copy of the chop
list and release permit as a pro forma
Invoice, marking across the face thereof
"Pro Forma Invoice."
(b) Importers may print their chop

list and release permit forms, provided
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they conform strictly with the official
form (T. I S. Cat. No. 1) Otherwise,
they can be obtained free from the
United States tea examiner at ports
where tea examiners are stationed, or
from the chief officer of customs at ports,
or subports, where no tea examiners are
stationed.

§ 281.18 Surplus samples. (a) Sur-
plus samples drawn from importations
for purposes of examination, and which
represent pure tea as declared by the
examiner, shall be returned to the im-
porter after examination is completed,
if so requested by the importer, but if
no request is made for the return of sam-
ples they shall be disposed of as pro-
vided in § 281.22 for unused standard
samples.

(b) Surplus samples representing tea
which has been finally ,rejected should
be destroyed, or, after being denatured,
should be sold for manufacturing pur-
poses under the Tea Importation Act (35
Stat. 163; 21 U. S. C. 41).

§ 281.19 Tea standards. (a) Sam-
ples for standards of the following teas,
prepared, identified, and submitted by
the Board of Tea Experts on February 16,
1955, are hereby fixed and established as
the standards of purity, quality, and fit-
ness for consumption under the Tea
Importation Act for the year beginning
May 1, 1955, and ending April 30, 1956:

(1) Formosa Olong.
(2) Black (for all black teas except as

listed below)
(3) Formosa Black (Formosa Black

and Congou type)
(4) Japan Black.
(5) Japan Green.
(6) Scented Canton type.
(7) Canton Oolong type.

These standards apply to tea shipped
from abroad on or after May 1, 1055.
Tea shipped prior to May 1, 1955, will
be governed by the standards which be-
came effective May 1, 1954 (19 F R.
1141)

(b) The Board of Tea Experts shall
prepare duplicate samples of the stand-
ards for teas.
(See. 2, 29 Stat. 605, as amended; 21 U. S. C.

42)

§ 281.20 Effective date of tea stand-
ards. The standards prepared and sub-
mitted to the Secretary of Health, Edu-
cation, and Welfare by the Board of Tea
Experts, appointed by him on or be-
fore February 15 of each year, shall be
fixed and established as standards under
the act and shall be in effect from the
1st day of May of each year until April
30, inclusive, of the following year, ex-
cept that tea shipped from abroad prior
to May 1 of any year shall be governed
by the standards in effect at the time of
shipment. Such standards for each year
will be published in the FEDERAL REGIS-
TER.

§ 281.21 To whtom standards will be
furnzshed. (a) A quantity of tea of the
approved standards will be repacked in
half-pound tin containers by competent
tea packers under the constant supervi-
sion of an officer of the Food and Drug
Administration and full sets will be fur-
nished the Board of Tea Appeals, the

supervising tea examiner, and the ex-
aminers of tea at all the tea exammining
stations.

(b) Standards will be furnished to ac-
tual importers and regular tea brokers on
application to the supervising tea exam-
ner, at the actual cost of the same.

§ 281.22 Disposition of obsolete stand-
ards. After standard samples have
served their purpose and new season
samples have been submitted, the old
samples may be Included In quarterly
sales of unclaimed goods, and the pro-
ceeds paid into the Treasury, after de-
ducting expenses of advertisement and
sale, the designation on the packages
showing such teas to have been used as
Government standards to be obliterated
before delivery to purchaser.

§ 281.23 Instructions to examiners.
(a) Examiners are instructed not to
pass upon samples representing Impor-
tations of tea imported separately from
the importation; neither shall they give
nonofficial opinions concerning samples.

(b) The examination of tea In com-
parison with the standards under this
act shall be made according to the usages
and customs of the tea trade, including
the testing of an infusion In boiling
water and, if necessary, chemical analy-
sis; and examiners are advised, Inas-
much as they must not under the law
admit any tea inferior to the standards
in purity, quality, and fitness for con-
sumption, to employ the present methods
of determining the presence of artificial
coloring and other impurities. (See
§ 281.31.)

§ 281.24 Testing of teas. (a) In com-
paring with standards, examiners are to
test all the teas for quality, for Impurity
consisting of artificial coloring or facing
matter, and other Impurity, and for qual-
ity of infused leaf. Quality shall be as-
certained by drawing, according to the
custom of the tea trade, with the weight
of a silver half dime to the cup. The
quality must be equal to standard, but
the flavor may be that of a different dis-
trict, as long as It is equally fit for con-
sumption. As an illustration, a Tccnlt:a
may be equal to a Aloyune, but a dis-
tinctly smoky or rank Fychow or Wen-
chow of sour character is not considered
equal to the first two mentioned.

(b) Tea dust, fannings, siftings, and
offgrades, including broken tea tBT),
broken mix (Bl), and Bohea when ro
marked and for which there is no spe-
cific standard, should be tested for qual-
ity, purity, and fitness for consumption
in comparison with their respective leaf
standards.

§ 281.25 Testing quality of infused
leaf. In order to test the quality of the
infused leaf n comparison with the
standard, a second drawing should be
made of double weight. Before pouring
off the water, examine for an exces of
"floaters" (woody stems which remain
floating after the leaf is thoroughly In-
fused) to determine whether they are in
sufficient quantity to reduce the quality
of the infusion below that of the stand-
ard. After pouring off the water the In-
fused leaf should be taken out co as to
exhibit the lower side which rcsted
against the cup. Should the mass show

a larger quantity of exhausted or decayed
leaf than the standard It affords suffi-
cient evidence to be judged Inferior in
quality and consequently to be rejected.

§ 201.26 Macao or Cantor consga
and brie!: tca standards. lacao or Can-
ton congou and brick tea should ba
compared with the standard for China
congou. The mustiness or damaged
flavor exhibited In certain Canton teas
would be Just cause for rejection.
§ 281.27 Teas imitating Chmia green

teas. Whenever Japans, Ceylons, In-
dias, or any other teas are made up to
imitate the green teas of China, they are
to be examined in comparison with the
China green standards.

§ 281.28 Powehong Formoca colong
tes. All Powchong (scented) Formosa
colong teas should be examined in com-
parlzon with the Formosa standard.

§ 201.29 Tea dust. Tea dust or
broken leaf mixed with other teas or sep-
arate, made to imitate gunpowder or
other teas. with the use of paste or gum,
or any other substance, would justly be
rejected.

§ 201.30 Test for varaf2n and samilar
substances. If the examiner suspects
the presence of paraffin or any similar
subatance, he should make the foliowing
test In comparison with the standard:
Spread the tea between two sheets of un-
glazed white paper. Place thereon a hot
iron. The greasy substance, If any, will
appear on the paper, and If not equal to
the standard the tea would justly be re-
Jected.

, 231.31 Tests for zmpuriffes. (a) To
examine for Impurities the following
tests may be used in comparison with
the standard:

(1) Read test, with additions and
modifications, and the cup test., double-
welght.-Place 2 ounces of tea in a sieve
5 or 6 inches in diameter, having 60
meshes to the inch and provded with a
top. Sift a small quantity of the dust
onto a semiglazed white paper about 3
by 10 inches. The amount of dust placed
on the paper should be approximately
1 grain. To get the requisite amount
of dust It is sometimes necessary to rub
the leaf gently against the bottom of the
sieve, but this must not be done until
the sieve has been well shaken over the
test paper. Pour the dust thus col-
lected from the paper Into the scales,
weigh out 1 grain, and return this quan-
tity to the same paper, distributing it
well over the surface of the paper. Then
place the paper on a plain, firm surface,
preferably glass or marble, and crush the
dust by pushing over It, with consider-
able prezsure, a flat steel spatula about
5 Inches long. Do this repeatedly until
the tea dust is ground almost to a pow-
der and the particles of coloring matter
or other Impurities, if any, are spread
or streaked on the paper, so as to be-
come more apparent. Brush off the
loose dust and examine the paper by
means of a simple lens magnifying Mi
diameters. In distinguishing these par-
ticles and streahs bright light k ezsential.

(2) The crushed leaf in either black
or green tea appears in such quantity
that there Is no chance of mistalng the
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leaf for artificial coloring, facing mate-
rial, or other impurities.

(3) The test is performed in compari-
son with the standard, and, if the tea
is clearly equal to the standard with re-
spect to artificial coloring, facing matter,
or other impurities, the operation need
not be repeated. f particles of artificial
coloring, facing, or other impurities are
found in the sample under comparison
with the standard repeqt this operation
a sufficient number of times to be sure
whether or-not the tea contains impuri-
ties in excess of the standard.,

(4) Repeat the operation, using semi-
glazed black paper instead of the white
paper. This black-paper test shows the
presence of facing and other impurities,
such as talc, gypsum, barium sulfate,
clay, and kaolin.

(5) If the tea under examination Is
found, by the foregoing tests, to contain
more Impurities than the standard, draw
samples from packages representing at
least 5 percent of the line in question,
and subject each sample to the tests to
ascertain whether or not the majority
contain impurities in excess of the
standard.

(6) The foregoing tests may be ap-
plied to tea of all varieties.

(b) Should the examination of the
sample by the cup test,, double-weight,
for scum, sediment, etc., or the Read test,
or both, disclose the presence of more
Impurities than the standard,- a pound
sample should be sent to the nearest dis-
trict of the Food and Drug Administra-
tion and an analysis made in compari-
son with the standard to determine
whether it contains more impurities than
the standard. If the tea in question is
found to contain more impurities than.
the standard, it would properly be re-
Jected'as not being equal to the standard
in purity.

(c) All extraneous substances are im-
Purities, and the presence of any may
be detected In any way found efficient.

§ 281.34 Tolerance for fine tea par-
ticlqs. Except for teas listed under
§ 281.24 (b) the amount by weight of
fine tea parties that will pass through
a wire sieve having 30 openings per linear
inch in either direction and made of.
wire with a diameter of 0.01 inch, must
not exceed 4 percent. Before con-
demning any tea for fine particles in
excess of 4 percent, examiners shall sieve
at least 4 representative samples, each
taken from a different package in a ship-
ment containing four or more packages,
or where a lesser number of packages is
involved, examiners shall sieve a repre-
sentative sample from each package.

§ 281.35 Tea inferior to the standard
in any requisite is justly rejected.
Should a tea prove on examination to be
nferior to the standard in any one of
the requisites--namely, quality, quality
of infused leaf, or purity-it would
justly be rejected, notwithstanding the
fact that it may be superior to the
standards in some of the qualifications.
No consideration shall be given to the
appearance or so-called, style of the dry
leaf.

§ 281.36 Action based on result of
examination. (a) If, after examina-

tion, the tea is found not to be prohibited
under the act, a release permit shall at
once be granted to the importer, declar-
ing that the tea is not within the prohibi-
tion of the Tea Thnportation Act; but if,
on examination, such tea, or merchandise
described as tea, is found in the opinion
of the examiner, to come within the pro-
hibitions of the law 'and of the regula-
tions in this part, the importer shall be
immediately notified (T. I. S. Cat. No. 6)
and the tea, or merchandise described as
tea, so returned, shall not be released by
the customhouse authorities, unless on a
reexamination called for by the importer
the return of the examiner shall be found
erroneous. Should a portion only of the
invoice be passed by the examiner as
correct, a permit of delivery shall be
granted for that portion and the re-
mainder held as provided in section 6 of
the act (29 Stat. 606; 21 U. S. C. 47)

(b) In all cases of rejections by ex-
aminers, the importers should be noti-
fied of the reason for rejection; that is,
whether it be on the ground of quality
character of infused leaf, dust, or admix-
ture with foreign substance.

§ 281.37 Procedure for protest against
findings. In case the collector of cus-
toms, importer, or consignee shall protest
against the finding of the examiner, the
matter in dispute shall be referred for
decision to the United States Board of
Tea Appeals, designated by the Secre-
tary of Health, Education, and Welfare,
and if such board shall, after due exami-
nation, find the tea in question to be
equal in purity, quality, and fitness for
consumption, as compared with the
proper standards, a permit shall be issued
by the collector of customs for its release
and delivery to the importer* but if,
upon such final re-examination by such
board, the tea shall be found to be in-
ferior in purity, quality, and fitness for
consumption, as compared with the said
standards, the importer or consignee
shall give a bond, unless he has pre-
viously done so, with security satisfac-
tory to the collector, to export said tea
out of the limits of the United States
within a period of 6 months after such
final re-examination; and if the same
shall not have been exported within the
time specified, the collector of customs,
at the expiration of that time, shall
cause the same to be destroyed.

§ 281.38 Procedure by importer for
review. (a) If the importer desires teas
rejected by the examiner to be reviewed
by the United States Board of Tea Ap-
peals, as provided in section 6 of the said
act, he shall, within 30 days after he has
been notified of such return, file a writ-
ten application with the collector In the
form T. I. S. Cat.-No. 20. The collector
will thereupon forward such application
to the United States Board of Tea Ap-
peals, designated by the Secretary of
Health, Education, and Welfare for re-:
view of the matter in dispute, and the
proceedings shall be according to section
8 of the act.

(b) The re-examination of the tea
samples must be restricted to the sam-
pies put up and sealed by the examiner
at ports where qualified tea examiners
are stationed, or by the chief officer of

the customs, If there Is no qualified tea
examiner so stationed, in the presence of
the importer or consignee, if he so de-
sires. In either case the samples should
be transmitted to the United States
Board of Tea Appeals by the tea exam-
iner, together with a copy of the finding
of the examiner, setting forth the cause
of condemnation.

(c) These samples for re-examina-
tion should weigh at least 1 pound, and
should be put up in tins securely labeled
(T. I, S. Cat. No. 21) and Well wiped
and seasoned. Half of such samples
shall be utilized for the examination by
the Board of Tea Apppeals and for re-
turn to the port of entry with the decl-
sion, as heretofore, and the remaining
half pound, if the tea be rejected by said
board, shall be distributed among the
various examiners for their information
and guidance.

(d) Teas rejected by tea examiners
and rejections affirmed by the United
States Board of Tea Appeals cannot be
re-examined.

§ 281.39 Rejected tea. Rejected tea
can only be released or withdrawn for
exportation, for transportation and ex-
portation, or for manufacturing purposes
under the Tea Importation Act (35 Stat,
163; 21 U. S. C. 41), as the case may be,

§ 281.40 Exportation of rejected teas.
(a) Teas to be exported for the reason
that they are within the prohibition of
the statute will be entered for exporta-
tion on Customs Form No. 7515, and bond
on Customs Form No. 7551 shall be given
for their exportation in a penal sum equal
to double the 'value of the tea, provided
consumption entry bond (Form No, 551
or Form No. 7553) was not previously
given.

(b) Whenever a bond Is given to ex-
port any condemned tea In pursuance of
the act, it will be canceled upon the filing
of an outward bill of lading and a duly
authenticated certificate of clearance
from the customs officer supervising the
lading thereof, as in the case of rejected
foods and drugs (T. D. 28341), and all
accrued charges must be paid before
issuance of permit for exportation.

(c) At interior ports the export entry
shall be made for transportation and Im-
mediate exportation in bond.

§ 281.41 Reimportaton of exported
teas forbidden. (a) No Imported teas
which have been rejected by an ex-
aminer, or by the United States Board
of Tea Appeals, and exported under the
provisions of this act, shall be reimported
Into the United States under the penalty
of forfeiture for a violation of this pro-
hibition.

(b) Customs officers will make seizure
of any tea so imported.

§ 281.42 Destruction of condemned
tea. Whenever condemned tea is to be
destroyed It must be conveyed tb some
suitable place, 'and proper means, to be
prescribed bythe examiner, must be used
for its effectual destruction, which shall
be effected in the presence of an officer
of customs, detailed by the collector for
the purpose. Before the tea Is destroyed
a. particular description or statement of
the same must be prepared containing
the name of the Importer or owner, the
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dae of importation, the name of the
vessel, and the place from which im-
ported, with the character and quantity
of the tea and the invoice value. The
fact of its destruction must be certified
on said statement by the officer detailed
as aforesaid, which statement must be
filed in the customhouse.

§ 281.43 Duties of supervistng tea ex-
amzner. (a) The supervising tea ex-
aminer s charged with the immediate
supervision of all matters relating to the
enforcement of the Tea Importation Act,
and particularly the securing of uniform-
ity in the treatment of imported teas at
all the points of examination. He is also
to perform such duties in connection with
tea under the Food, Drug, and Cosmetic
Act as may be assigned to him.
(b) For the purpose of securing uni-

formity in the treatment of teas each
tea examiner will send to the supervising
tea examiner one-half pound samples of
the teas rejected by him, also such other
samples of teas as the supervising tea
examiner may direct. To each sample
a label (T. I. S. Cat. No. 2) shall be
affixed.

(a) 'The examiner of tea at each port
where a qualified tea examiner is sta-
tioned shal) prepare and forward to the
supervising tea examiner and to the
chairman of the United States Board of
Tea Appeals, as soon as practicable after
the close of each month, a report T. L S.
Cat. No. 3) qhowmg details as to every
shipment of tea examined by the tea ex-
aminer. This information the tea ex-
aminer should compile from his report of
"Teas Imported and Examined" (T. L S.
Cat. No. 4) which should always be kept
up to date.

PART 285--IEGULATIoNs UNDER, THE
FEDERAL CAUSTIC Poisox AcT
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See.
28525 11o violation; relea.-.
28526 Violation.
285.27 Rejected containem.
285.28 Relabeling of contalners.
28529 Penaltic.
28520 Nonlaboratory ports.
28521 Chief of DLtrlct as cuzto s ofcer.
2852 Enforcement azcncy.

AuTrHorry: H§ 285.1 to 28.32 Lucd under
sec. 9 (c) (1), 44 stat. 1409; 15 u S. 0.
409 (c) (1).

Cnoss R=Tm-CES: For regulations relating
to enforcement of customs lav., rco 19 CF?.
Part 23. For regulations relating to Lnvol=Ce,
entry, and nsessment of duties, ceo 19 CFR
Part 8. For regulations regarding the e-sami-
nation, classfication, and dLsposition of
foods, drugs, devices, cosmetics, Insectleldc.
fungicide, and caustic or corr"ve eub-
stances, see 19 CPR 12.1-12.0. For regula-
tions relating to consular Invoice, and docu-
mentation of merchandLo, ce 22 Cm Part
114.

§ 285.1 Definitions. (a) The word
"container" as used in the regulations in
this part means a retail parcel, paclmge,
or container suitable for household use
and employed exclusively to hold any
dangerous caustic or corrosive substance
defined in the act.

(b) The words "suitable for house-
hold use" mean and imply adaptability
for ready or convenient handling In
places where people dwell.

§ 285.2 Scope of the act. The pro-
visions of the act apply to any container
which has been shipped or delivered for
shipment in interstate or foregn com-
merce, as defined in section 2 Cc) of the
act (44 Stat. 1407; 15 U. S. C. 402) or
which has been received from shipment
in such commerce for sale or exchange,
or which Is sold cr offered for sale or
held for sale or exchange In any Terri-
tory or possession or in the District of
Columbia.

LABELS

§ 285.3 Placcmcnt. The label or
sticker shall be so firmly attached to
the container that It will remain there-
on while the container is being used, and
be so placed as readily to attract atten-
tion.

§ 285.4 Required wording. (a) The
common name of the dangerous caustic
or corrosive substance which shall ap-
pear on the label or sticker Is the name
given in section 2 (a) of the act (44
Stat. 1406; 15 U. S. C. 402) or any other
name commonly employed to designate
and Identify such substance.
(b) Preparations within the scope of

the act bearing trade or fanciful names
shall, in addition, be labeled with the
common name of the dangerous caustic
or corrosive substance contained there-
in and comply with all the other require-
ments of the act and of the regulations
in this part.

§ 285.5 Manufacturer' distributor. If
the name on the label or sticker i-
other than that of the manufacturer, it
shall be qualified by such words as
"packed for," "packed by," "cold by," or
"distributed by," as the cse may be, or
by other appropriate expression.

§ 285.6 Uncondensc Gothic capital
letters to be used for labcling "Poion."
The following are styles of uncondensed

93all

Gothic capital letters 24-point (type
face) 's'.e:

POISON
POISON

When letters of not less than 24-point
size are required on a label in statinfg the
word 'polson" they must not be smaller
than those above set forth.

§ 285.7 Directions for treatment.
Except as provided In § 285.8, the con-
tainer shall bear in all cases upon the
label or sticker thereof, Immediately fol-
lowing the word "Polson." directions for
treatment in the case of internal per-
sonal Injury* In addition, if the sub-
stance may cause external injury, direc-
tions for appropriate treatment shall be
given. The directions shall prescribe
such treatments for personal injury as
are canctioned by competent medical au-
thorlty, and the materials called for by
such directions shall be, whenever prac-
ticable, such as are usually available in
the houshold.

§ 235.8 Directions for treatment; ex-
emption. Manufacturers and whole-
salers only, at the time of shipment or
delivery for shipment, are exempted
from placing directions for treatment on
the label or sticker of any container for
other than household use, but in any
event the information required by sec-
tlon 2 (b (1), (2) and (3) of the act
(44 Stat. 1407; 15 U. S. C. 402) and the
regulations in this part shall be given.

t 283.9 Directions for treatment must
be paccd on conafincr by p-erson offering
such container for general cale or ex-
change. A person who receives from a
manufacturer or wholesaler any con-
tainer which under the conditions set
forth in section 2 Cb) (4) of the act and
S205.0 doc not bear at the time of ship-
ment directions for treatment in the case
of perzonal injury must place such direc-
tions on the labA or sticker if he offers
such container for general sale or ex-
change.

GUAM T

§235.10 Spec fe ovaranty. If a guar-
anty n rezpect to any specific lot of dan-
gerOUs caustic or corrosive substances
be given, it shall be Incorporated in or
attached to the bill of sale, invoice, or
other schedule bearng the date and
the name and quantity of the substance
sold, and shall not appar on the label
or package. The following are forms of
specifle guaranties:

(a) Substances for both household
use and other than household use:

The undersigne- guazantecs that the
retail parcels, paor"ge, or containers of the
dangerous caustic or coarrosive substance or
cubstancs listcd harein (or sps.ifying the
substances) re not mlbranded within the
meanin of the Fcderal Caustic PoIson Act.

(Signaturo and address of guarantor)

(b) Substances for other than houss-
hold use (this form may be issued only
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by a manufacturer or wholesaler (§
285.8, 285.9))

The dangerous caustlo or corrosive sub-
stance or substances listed herein (or specify-
ing the substances) in retail parcels, pack-
ages, or containers suitable for household use
are for other than household use and are
guaranteed not to be misbranded within the
moaning of the Federal Caustic Poison Act.

(Name and address of manufacturer
or wholesaler)

§ 285.11 General guaranty. In lieu
of a particular-guaranty for each lot of
dangerous caustic or corrosive sub-
stances, a general continuing guaranty
may be furnished by the guarantor to ac-
tual or prospective purchasers. The
following are forms of continuing guar-
ties:

(a) Substances for both household use
and other than household use:

The undersigned guarantees that the re-
tail parcels, packages, or containers of the
dangerous caustic or corrosive substance or
substances to be sold to ------------- are
not msbranded within the meaning of the
Federal Caust.a Poison Act.

(Date) (Signature and address of
guarantor)

(b) Substances for other than house-
hold use (tlns form may be issued only
by a manufacturer or wholesaler
(Q§ 285.8, 285.9) )

The dangerous caustic or corrosive sub-
stance or substances in retail parcels, pack-
ages, or containers suitable for household
use to be sold to ----------------- are for
other than household use, and guaranteed
not to be misbranded within the meaning of
the Federal Caustic Poison Act.

(Date) (Signature and address of
manufacturer or wholesaler)

SAMPLES

§ 285.12 Collection of samples. Sam-
ples for examination by or under the di-
rection and supervision of the Food and
Drug Administration shall be collected
by.

(a) An authorized agent in the em-
ploy of the Department of Health, Edu-
cation, and Welfare;

(b) Any officer of any State, Territory,
or possession, or of the District of Co-
lumbia, authorized by the Secretary of
Health, Education, and Welfare.

§ 285.13 Where samples may be col-
lected. Caustic or corrosive substances
within the scope of this abt (44 Stat.
1406; 15 U. S. C. 401-411) may be sam-
pled wherever found.

§ 285.14 Analyzing of samples. Sam-
ples collected by an authorized agent
shall be analyzed at the laboratory desig-
nated by the Food and Drug Administra-
tion. Only such samples as are collected
in accordance with §§ 285.12, 285.13 may'
be analyzed by or under the direction
and supervision of the Food and Drug
Administration. Upon request one sub-
division of the sample, if available, shall
be delivered to the party or parties inter-
ested.

lMSCELLANEOUS

§ 285.15 Investigations. Authorized
agents in the employ of the Department
of Health, Education, and Welfare may
make investigations, including the in-
spection of premises where dangerous
caustic and corrosive substances subject

to the act are manufactured, packed,
stored, or held for sale or distribution,
and make examinations of freight and
other transportation records.

§ 285.16 Analysis. (a) The methods
of examination or analysis employed
shall be those prescribed by the Associa-
tion of Official Agricultural Chemists,
when applicable, provided, however, that
any method of analysis or examination
satisfactory to the Food and Drug Ad-
ministration may be ernployed.

(b) All percentages stated in the
definitions in.section 2 (a) of the Caustic
Poison Act shall be determined by
weight.

§ 285.17 Hearings. Whenever it ap-
pear. from the inspection, analysis, or
test of any container that the provisions
of section 3 or 6 of the Caustic Poison
Act (44 Stat. 1407, 1409; 15 U. S. C. 403,
406) have been violated and criminal
proceedings are contemplated, notice
shall be given to the party or parties
against whom prosecution is under con-
sideration and to other interested parties,
and a date shall be flxed at which such
party or parties may be heard. The
hearing shall be held at the office of
the Food and Drug Administration
designated in the notice and shall be
private and confined to questions of fact.
The parties notified may present evi-
dence, either oral or written,'in person
or by attorney, to show cause why the
matter should not be referred for prose-
cution as a violation of the Federal
Caustic Poison Act.

§ 285.18 Hearings; when not provided
for No hearing is provided for when
'the health, medical, or drug officer or
agent of any State, Territory, or pos-
session, or of the District of Columbia,
acts under the authority contained In
section 8 of the-Federal Caustic Poison
Act (44 Stat. 1409; 15 U. S. C. 408) -in
reporting a violation direct to the United
States attorney.

§ 285.19 Publication. (a) Aft e r
judgment of the coUrt in any proceeding
under the Federal Caustic Poison Act,
notice shall be given by publication.
Such notice shall Include the findings
of the court and may include the findings
of the analyst and such explanatory
statements of fact as the Secretary of
Health, Education, and Welfare may
deem appropriate.

(b) This publication may be made In
the form of a circular, notice, or bulletin,
as the Secretary of Health, Education,
and Welfare may direct.

(c) If an appeal be taken from the
judgment of the court before such publi-
cation, that fact shall, appear.

riXPORTS
§ 285.20 Required label information.

Containers which are offered for import
shall in all cases bear labels or stickers
having thereon the information required
by section 2 (b) (1) (2) and (3) of the
Federal Caustic Poison Act and the di-
rections for treatment in the case of
personal injury, except such directions
need not appear on the label or sticker
at the time of shipment by a wholesaler
or manufacturer for other than house-
hold use.

§ 285.21 Enforcement of provisions.
The enforcement of the provisions of the
Federal Caustic Poison Act as they relate
to Imported dangerous caustic or cor-
rosive substances, will, as a general rule,
be under the direction of the chief of the
local inspection district of the Food and
Drug Administration, Department of
Health, Education, and Welfare, and
collectors of customs acting as adminis-
trative officers in carrying out directions
relative to the detention, exportation,
and sale, or other disposition of such sub-
stances and action uider the bond in
case of noncompliance with the provi-
sions of the Federal Caustic' Poison Act,

§ 285.22 Delivery of containers. Con-
tainers shall not be delivered to the con-
signee prior to report of examination,
unless a bond has been given on the ap-
propriate form for the amount of the
full invoice value of such containers, to-
gether with the duty thereon, and on
refusal of the consignee to return such
containers for any cause to the custody
of the collector when demanded, for the
purpose of excluding them from the
country or for any other purpose, the
consignee shall pay an amount equal to
the sum named In the bond, and such
part of the duty, it any, as may be pay-
able, as liquidated damages for failure
to return to the collector on demand all
containers covered by the bond,

§ 285.23 Invozces. As soon as the im-
porter makes entry, the Ilivolees cover-
ing containers and the public stores
packages shall be made available, with
the least possible delay, for inspection by
the representative of.the district. When
no sample Is desired the invoice shall be
stamped by the distAict "No sample de-
sired, Food and Drug Administration,
Department of Health, Education, and
Welfare, per (initials of Inspecting
officer) "

§ 285.24 Samples. On the same day
that samples are requested by the dis-
trict, the collector or appraiser shall
notify the importer that samples will be
taken, that the containers must be held
intact pending a notice of the result of
inspection and analysis, and that in case
the containers do not comply with the
requirements of the Federal Caustic
Poison Act, they must be returned to the
collector for disposition. This notifica-
tion may be given by the collector or
appraiser through individual notices to
the Importer or by suitable bulletin
notices posted daily in the customhoute,

§-285.25 No violation, release. As
soon as examination of the samples Is
completed, If no violation of the act Is
detected, the chief of the district shall
send a notice of release to the importer
and a copy of this notice to the collector
of customs for his Information.

§ 285.26 Violation. (a) If a violation
of the Federal Caustic Poison Act Is dis-
closed, the chief of the district shall send
to the importer due notice of the nature
of the violation and of the time and place
where evidence may be presented, show-
Ing 'that the containers should not be
refused admission. At the same time
similar notice regarding detention of the
containers shall be sent to the collector,
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requesting him to refuse delivery thereof
or to require their return to customs
custody if by any chance the containers
were released without the bond referred
to m § 285.22. The time allowed the im-
porter for representations regarding the
shipment may be extended at his request
for a reasonable period to permit him to
secure such evidence.

(b) If the importer does not reply to
the notice of hearing in person or by
letter within the time allowed on the
notice, a second notice, marked "second
and last notice," shall be sent at once by
the chief of the district, advising him
that failure to reply will cause definite
recommendation to the collector that
the containers be refused admission
and that the containers be ex-
ported within 3 months under customs
supervision.

§ 285.27 Rejected contanmers. (a) In
all cases where the containers are to be
refused admission, the chief of the dis-
trict within 1 day after hearing, or, if
the importer does not appear or reoly
within 3 days after second notice,
shall notify the collector in duplicate
accordingly.

(b) Not later than 1 day after receipt
of this notice the collector shall sign and
transmit to the importer one of the
copies, which shall serve as notification
to the importer that the containers must
be exported under customs supervision
within 3 months from such date, as pro-
vided by law, the other notice shall be
retained as office record and later re-
turned as a report to the chief of the
district. In all cases the importer shall
return his notice to the collector, prop-
erly certified as to the information re-
quired, as the form provides.

§ 285.28 Relabeling of containers.
(a) If containers are to be released after
relabeling, a notice shall be sent by the
chief of district direct to the importer, a
carbon copy being sent to the collector_
This notice must state specifically the
conditions to be performed, so as to bring
the performance thereof under the pro-
visions of -the customs bonds on con-
sumption and warehouse entries, these
bonds including provisions requiring
compliance with all of the requirements
of the Federal Caustic Poison Act and
all regulations and instructions issued
thereunder. The notice will also state
the officer to be notified by the importer
when the containers are ready for
inspection.

(b) The importer must return the
notice to the collector or chief of district,
as designated, with the certificate
thereon filled out, stating that he has
complied with the prescribed conditions
and that the containers are ready for
inspection at the place named.

(c) This notice will be delivered to
the inspection officer, who, after Inspec-
tion, will endorse the result thereof on
the back of the notice and return the
same to the collector or to the clef of
district, as the case may be.

(d) When the conditions to be com-
plied with are under the supervision of
the chief of district, and these conditions
have been fully met, he shall release
the containers to the importer, sending
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a copy of the notice of release to the
collector for his Information. If the
containers have not been properly re-
labeled within the period allowed, the
chief of district shall immediately give
notice in duplicate.to the collector of the
results of inspection. The collector shall
sign and immediately transmit one copy
of the notice to the Importer and proceed
in the usual manner.

(e) If the containers are detained,
subject to relabeling to be performed
under the collector's supervision, the
collector, as soon as relabeling is ac-
complished, will notify the importer that
the containers are released.

(f) If the containers have not been
properly relabeled within the period al-
lowed. their sale after labeling as re-
quired by the act or other dLsposition
must be effected by the collector.

(g) When the final action has been
taken on containers which have been
refused admission, sold, or otherwize dis-
posed of as provided for by the act or
which have been relabeled under the
collector's supervision, the collector -hall
send to the chief of district a notice of
such final action, giving the date and
disposition.

(h) VWhenrelabeling is allowed the im-
porter must furnish satisfactory evidence
as to the identity of the containers before
release is given. The relabeling must be
done at a stated place and apart from
other containers of a similar nature.

(I) When containers are shipped to
another port for relabeling or e:.-porta-
tion, they must be shipped under customs
carrier's manifest, in the same manner
as shipments In bond.

(j) Collectors of customs will perform
the inspection service whenever con-
tainers are to be exported, sold. or other-
wise disposed of, and in other cases v;hen
there is no officer of the district available.

(k) Collectors of customs and repre-
sentatives of the district will confer and
arrange the apportionment of the In-
spection service according to local con-
ditions. Officers of the district will,
whenever feasible, perform the inspec-
tion service in connection with relabeling.

§ 285.29 Penalties. (a) In case of
failure to comply with the instructions
or recommendations of the chief of dis-
trict as to conditions under which con-
tainers may be disposed of, the collector
shall notify the chief of district in all
cases coming to his attention within 3
days after inspection or after the ex-
piration of the 3 months allowed by law
if no action Is taken.

(b) The chief of district, upon receipt
of the above-described notice, and In
all cases of failure to meet the condi-
tions imposed in order to comply with
the provisions of the Federal Caustic
Poison Act coming directly under his
supervision, shall transait to the col-
lector of customs such evidence as he
may have at hand tending to indicate
the importer's liability and mal:e a rec-
ommendation accordingly.

(c) The collector, within 3 days of the
receipt of this recommendation, whether
favorable or otherwise, shall notify the
importer that, the legal period of 3
months for exportation or relabeling
having expired, action will be tfl:en

within 30 days to enforce the terms of
the bond.

I 285.30 Nonlaboratory ports. (a) At
the ports of entry where there is no dis-
trict of the Food and Drug Administra-
tion, the collector or deputy, on the day
when the first notice of expected ship-
ment of containers is received, either by
invoice or entry, shall notify the chief
of district in whose territory the port is
located.

(b) On the day of receipt of such no-
tice the chief of district shall mail to
the collector appropriate notice, if no
sample Is desired. This notice serves as
an equivalent to stamping the invoices
at district ports with the legend "No sam-
ple desired. Food and Drug Administra-
tion, Department of Health, Education,
and Welfare, per (initials of inspecting
ofilcer) ,
(c) If s.mples are desired, the chief

of dLtrict shall immediately notify the
collector.

(d) The collector at once shall for-
ward samplez, accompanied by descrip-
tion of shipment.
(e) When samples are desired from

each shipment of containers, the chief
of district shall furnfsh to collector and
deputies at ports within the distnc's ter-
ritory a list of such containers, indicat-
ing the size of sample necessary. Sam-
ples should then be sent promptly on
arrival of containers without awaiting
special request.

Mf In all other particulars the pro-
cedure chall be the same at nonlabora-
tory ports as at laboratory ports, excep t
that the time consumed in delivery of
notices by mail shall be allowed for.

1 205.31 Chief of distrct as customs
oflicer The chief of district shall be
deemed a customs officer in enforcing
Import regulations.

§ 285.32 Enforcement agencj. The
Federal Caustic Poison Act shall be en-
forced by the Food and Drug Adminis-
tration, D-partment of Health, Educa-
tion, and Welfare.

PAnT 20--RrauLA.io:.s ron =. Erozcz-
=.air or Trn FEroAL IuroFr Mnr Acu

Z30.1 Short title of the aat.
230.2 S:pc of the act.

230.3
zODA
23015
230.0
Z30.7
230M
230.9
230.10
233.11

0.2
233.13

230.15230.10
230.17
2.30.18
230.1

23020

230.22

Mfll--
Crea1M.
Condened milk.
De'poratcd mil-.
Sectcened conden.ed mlk.
P--teurization.
Sblppcr.
Secrctary.
Commlzloner.
Pbyzlcv- zaminatlon of cos.
Tuterculin te .
Sanitary In-spectlon of dairy forms.
Cinitary Inspction of plants.Scoring.
Pateurlzation; equipment and

Mothesis.
Uethod of bacterial count
Authority to sample and Inspect.
Permits for p'-,teurlzed milk or

creIm.
Permlt3 for raw -Ilk or crea.
Pcrmits granted on crtf1fat=.
Pcrmits waving clauz3 4. szctIon 2

of the Import Mill Act.

9313FEDERAL REGISTER



RULES AND REGULATIONS

Sec.
290.2t Permits waiving clauses 2 and 5, sec-

tion 2 of the Import Milk Act.
290.25 Temporary permits.
290.26 Examination and inspection must be

allowed.
290.27 Application for permit.
290.28 Permit number.
290.29 Form of tag.
290.30 Suspension and revocation of permit.
290.31 Order to show cause why permit

should not be revoked and tem-
porary suspension of permit pend-
ing hearing.

290.32 Docket of file number.
290.33 Service of order to show cause.
290.34 Time and place of hearing.
290.35 Designation of examiner.
290.36 Appearance of respondent.
200.37 Testimony of witnesses.
290.38 Admissibility of xecords.
290.39 Depositions.
290.40 Affidavits.
290.41 Hearsay evidence.
290.42 Form of introduction of evidence.
200.43 Copies of exhibits.
290.44 Judicial notice.
200.45 Objection to evidence,
290.46 Attorney representing the Depart-

ment of Health, Education, and
Welfare.

290.47 Filing of briefs.
290.48 Tentative findings of fact.
290.49 Exceptions by the respondent.
200.50 Oral argument before the Secretary.
290.51 Issuance of final order.
290.52 Hearing before prosecution.

Auoroarry: §§ 290.1 to 290.52 issued under
sec. 3,44 Stat. 1102; 21 U. S. C. 143. Interpret
or apply sec. 2,44 Stat. 1101; 21 U. S. C. 142.

Caoss Rtmarcms: For Agricultural Re-
search Service regulations concerning tuber-
cular cattle, see 9 CFR Parts 51 and 77. For
Agricultural Research Service regulations, see
9 CFR Chapter I. For customs regulations
concerning importation of milk and cream,
see 19 CFR 12.7. For regulations of the Agri-
cultural Marketing Service (Marketing
Agreements and Orders) covering marketing
areas for milk, see 7 CFR Chapter IX.

§290.1 Short title of the act. For the
purposes of the regulations in this part
the act (44 Stat. 1101, 21 U.-S. C. 141-
149) "To regulate the importation of
milk and cream into the United States
for the purpose of promoting the daiy
Industry of the United States and pro-
tecting the public health" shall be known
and referred to as "the Federal Import
Milk Act."

§ 290.2 Scope of the act. The pro-
visions of the act apply to all milk and
cream offered for import into the con-
tinental United States.

DEFINITIONS

§ 290.3 Milk. For the purposes of
the act and of the regulations in this
part:

Milk Is the whole, fresh, clean, lacteal
secretion obtained by the complete milk-
ing of one or more healthy cows, properly
fed and kept, excluding that obtained
within 15 days before and 5 days after
calving, or such longer period as may be
necessary to render the milk practically
colostrum free.

§ 290.4 Cream. Cream is that por-
tion of the milk, rich in milk fat, which
rises to the surface of milk on standing
or Is separated from It by centrifugal
force. (See § 18.500 to 18.515 of this
chapter)

§ 290.5 Condensed milk. Condensed
milk, as the term Is used in section 3,

paragraph 2, of the Import Milk Act, In-
cludes evaporated milk in the manufac-
ture of which sterilization of the milk
and cream is a necessary and usual proc-
ess; it Includes sweetened condensed milk
only if It is prepared by a process which
insures sterilization of the milk and
cream. Condensed milk, as the term Is
used in section 3, paragraph 3, of the
Import Milk Act, means sweetened con-
densed milk.

§ 290.6 Evaporated milk. Evaporated
milk conforms to the dbfinition and
standard of identity for such food as set
out in § 18.520 of this chapter.

§ 290.7 Sweetened condensed millk.
Sweetened condensed milk conforms to
the definition and standard of identity
for such food as set out in § 18.530 of this
chapter.

§ 290.8 Pasteurization. Pasteuriza-
tion is the process of heating every par-
ticle of milk or cream to at least 1430 F.,
and holding it at such temperature con-
tinuously for at least 30 minutes, or to
at least 161 ° F., and holding it at such
temperature continuously for at least 15
seconds.

§ 290.9 Shipper, A shipper is anyone,
other than a common carrier, who ships,
transports, or causes to be shipped or
transpotted into the United States milk
or cream owned by him.

§ 290.10 Secretary. Secretary means
the'Secretary of Health, Education, and
Welfare.

§ 290.11 Commissioner C o mm i s -
sioner means the Commissioner of Food
and Drugs.

§ 290.12 Physical examination of
cows. (a) Physical examination of any
and all cows in herds producing milk or
cream which is to be shipped or trans-
ported Into the United States shall be
made by an authorized veterinarian of
the United States or of any State or
municipality thereof or of the country
In which such milk or cream is produced
to determine whether such cow or cows
are in a healthy condition. Such exam-
inatlon shall be made as often as the
Secretary may deem necessary and, in
any event, shall have been made within
one year previous to the time of the
importation.

(b) The result of the physical exami-
nation shall be set forth in the form
prescribed by the Secretary.

§ 290.13 Tuberculin t e s t (a) Ex-
cept as provided in § 290.24, any and all
animals in herds producing milk or
cream which is to be shipped or trans-
ported raw into the United States shall
be free from tuberculosis, as determined
by a tuberculin test applied by an official
veterinarian of the United States or of
any State or municipality thereof or of
the country in which such milk or cream
is produced. Such test shall be made
as often as the Secretary may deem
necessary and, in any event, shall have
been made within 1 year previous to the
time of the importation. All animals
showing positive or suspicious reactions
to the tuberculin test, must be perman-
ently removed from the herd.

(b) The results of the tuberculin ten-t
and all facts concerning the disposal of
reacting or suspected animals shall be
set forth In the form prescribed by the
Secretary.

§ 290.14 Sanitary inspection ol dairy
farms. The sanitary conditions of any
dairy farm producing milk or cream to
be shipped or transported into the United
States or to a plant from which milk or
cream Is to be shipped or transported in-
to the United States must score at least
50 points out of 100 points, according to
the methods for scoring as provided by
the score card for sanitary inspection of
dairy farms used by the Dalryjfusban-
dry Branch, Agricultural Research Serv-
ice of the United States Department of
Agriculture at the time Of scoring.

§ 290.15 Sanitary inspection of planto,
The sanitary conditions of any plant
handling milk or cream any part of
which is to be shipped or transported In-
to the United States shall score at least
50 points out of 100 points according to
the methods for scoring as provided by
the score card for sanitary inspection of
such plants used by the Dairy Husbandry
Branch, AgricUltural Research Service
of the United States Department of
Agriculture at the time of scoring,

§ 290.16 Scoring. Scoring Of sani-
tary conditions required by §§ 290.14,
290.15 shall be done by an official inspec-
tor of the United States or of any State
or munlcipality thereof or of the country
In which the dairy farm or plant Is lo-
cated.

§ 290.17 Pasteurization; equipment
and methods. All dairy farms and
plants at which any milk or cream Is
pasteurized for shipment or transpor-
tation into the United States shall em-
ploy'adequate pasteurizing machinery of
a type easily cleaned and of sanitary
construction capable of holding every
portion of the milk or cream at the re-
quired temperature for the required
time. Such pasteurizing machinery
shall be properly equipped with accurate
time and temperature recording devices,
which shall be kept at all times In good
working order. The temperature at the
time of heating and holding must Invar-
lably be recorded on thermograph charts,
initialed, numbered, and dated by the
official having Jurisdiction over such
farms and plants. All thermograph
charts shall be held for a period of 1
year unless within that period they have
been examined and released by such au-
thorized agents as are designated by tile
Secretary.

§ 290.18 Method of bacterial count.
The bacterial count of milk and cream
refers to the number of viable bacteria
as determined by the standard pl~ito
method of the American Public Health
Association In use at the time of the ex-
amination.

§ 290.19 Authority to sample and in-
spect. Inspectors engaged In the en-
forcement of the Import Milk Act are
empowered to test for temperature, to
take samples of milk or cream, and to
use such means as may be necessary for
these purposes.
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§ 290.20 Permits for Pasteurized miill
or cream. Permits to ship or transport
pasteurized milk or cream into the United
States will be granted only upon com-
pliance with the requirements of clauses
1 and 3 of section 2 of the Import Mllk
Act, §§ 290.12, 290.14, 290.15, as appli-
cable.

§ 290.21 Permits for raw _.niilz or
cream. Except as provided in § 185.24,
permits to ship or transport raw milk
or cream into the United States will be
granted only when the milk or cream
comes from dairy farms or plants where
pasteurization is not carried on and then
only upon compliance with the require-
ments of clauses 1, 2, andS3 of section
2 of the Import Milk Act, §§ 290.12 to
290.15, as applicable.

§ 290.22 Permits granted on certift-
cates. In the discretion of the Secre-
tary, a permit may be granted on a
duly certified statement signed by a duly
accredited -official of an authoned de-
partment of any foreign government or
of any State of the United States or any
municipality thereof. Such statement
shall be in the form of a certificate pre-
scribed by the Secretary, and shall
have attached thereto, as a part thereof,
signed copies of reports prescribed by
§§ 290.12, 290.13, and also by §§ 290.14,
290.15, as applicable. The necessary m-
spections and examinations upon which
the reports are based shall be made by
persons who are acting under the direct
supervision of the certifying officiaL

§ 290.23 Permits waiving clause 4, sec-
tion 2 of the Import Milk Act. The Sec-
retary, in his discretion, will issue
to a shipper who is an operator of a
condensery a permit waiving the require-
ments of clause 4, of section 2 of the Im-
port Milk Act and allowing milk and
cream containing not to exceed 1,200,000
bacteria per cubic centimeter to be
shipped or transported into the United
States if the condensery is located within
a radius of 15 miles of the point of pro-
duction of the milk and cream and such
milk and cream are to be sterilized in
the manufacture of condensed milk.

§ 290.24 Permits waiving clauses 2
and 5, section 2 of the Import Milk Act.
A permit-to ship or transport raw milk
into the United States will contain a
waiver of clauses 2 and 5 of section 2 of
the Import Milk Act when the shipper
is an operator of a creamery or con-
densery, or is a producer shipping or
transporting to a creamery or con-
densary and the creamery or condensery
is located in the United States within a
radius of 20 miles of the point of pro-
duction of such milk, and the milk, prior
to its sale, use, or disposal, is pasteurizad,
condensed, or evaporated.

§ 290.25 Temporary permits. A tem-
porary permit will be granted only upon
a satisfactory showing that the applicant
therefor has been unable to obtain the
necessary inspections required by the ap-
plicable provisions of section 2 of the
Import Milk Act. Temporary hermits
shall be valid until the Secretary
shall provide for inspection to asebrtain
that clauses 1, 2, and 3 of section 2 of the
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Import Llilk Act have been complied
with.

§ 290.26 Examination and inspcelfon
must be allowed. Dairy farms and
plants from which milk or cream is
shipped or transported Into the United
States shall be open at all reasonable
times to authorized agents for necessary
examinations and inspections. Failure
to permit such examinations and Inspec-
tions may be considered cause for the
suspension or revocation of the permit.

§ 290.27 Application for Vcrmit. Ap-
plication for a permit to ship or trans-
port milk or cream into the United States
shall be made by the actual shipper upon
forms prescribed by the Secretary. The
request for forms of applications for
permits should be addressed to Com-
missioner of Foods and Drugs, Food and
Drug Administration, Department of
Health, Education, and Welfare, Wash-
ington 25, D. C.

§ 290.28 Permit number Each per-
mit Issued under the Import Mlilk Act,
including each temporary permit, shall
bear an Individual number. The right
to the use of such number Is restricted
solely to the permittee.

§ 293.29 Form of tag. Each con-
tainer of milk or cream shipped or trans-
ported into the United States by such
permittee shall have firmly attached
thereto a tag in the following form, bear-
ing the required information in clear and
legible type:

Product -------- ..----------.....
(State whether raw ml. pastcur-
ized =lk, raw cream, or
pasteurized cream.)

Permit number_-
Federal Import tl"I Act.
Department of Health. Education,

and Welfare.
Shipper ------------
Addre-m of chipper ---------------

Provided, That in case of unit ship-
meats consisting of milk only or cream
only under one permit number, n lieu or
each container being so marked, the
vehicle of transportation, if sealed, may
be tagged with the above tag, which
should, in addition, show the number of
containers and quantity of contents of
each.

§ 290.30 Suspension and rcrocation
of permit. A permit to ship or transport
milk or cream into the United States may
be suspended for cause at any time. A
permit may be revoked for cause after
opportunity to be heard has been ac-
corded the permittee, who may appear
in person, by attorney, or by letter and
show cause why the permit should not be
revoked.

§ 290.31 Order to show cause why
permit shwuld nwt be reroled and tempo-
rary suspension of permit pending hear-
mug. When the Secretary has reason
to believe that the holder of any permit
for the shipment of milk or cream into
the United States has failed to comply
with the provisions of or has violated
sections 141-149 of Title 21, United States
Code, or any of the regulations In this
part, or that the milk or cream shipped
by the holder of the permit Into the

S3

United States i- not produced and han-
dled in conformity with, or that the
quality thereof does not conform to, all
of the provisions of section 142 of Title
21, United States Code, the Secretary
shall zerve upon the permittee an
order to show cause why such permit
should not be revoled, and, pendin- the
hearing upon such order, the Secretary
may temporarily suspend such permit.

§ 290.32 Doc:et or fle number. The
order to show cause shall be assigned a
dochet or file number and the proceed-
Ings had thereunder shall thereafter be
referred to by such number.

§ 20.33 Service of order to show
cause. The order to show cause shall be
addressed to the permittee who shall be
designated as the respondent, and shall
be served upon the parmittee by an em-
ployee of the Department of Health, Edu-
cation, and Welfare or by registered mail,
return receipt requested. If the re-
spondent is a corporation, service shall be
had upon the president, secretary, trea-
surer or statutory agent of the
corporation.

§ 290.34 Time and place of hearing.
The Secretary shall set a time and
place for a hearing upon the order to
show cause.

§ 290.35 Dszn ation of examiner.
The Secretary shall designate an em-
ployee of the Department of Health, Edu-
cation, and Welfare as eaminer to con-
duct the hearing, and such examiner
may, in accordance with the rules of
evidence applicable to administrative
proceedings, admit or exclude any ev-
dence presented and may limit the scope
of any evidence admitted.

§ 200.36 Appearance of respondent
The respondent may appear In person or
by counsel. All persons who appear at
the hearing must conform to the stand-
ards of ethical conduct required of prac-
titioners before the courts of the United
States.

§ 290.37 Testimony of witnesses. The
testimony of witneczes at the hearing
shall be upon oath or affirmation admin-
istered by the examiner.

§ 290.38 Admfssibz~ity of records.
Copies of the records of the Department
of Health, Education, and Welfare, cer-
tified under the seal of the Department,
shall be admissible to the same extent
that the original records woud be
admissible.

C 290.39 Dcpositions. The deposition
of any witness, taken after reasonable
notice to the opposite party and at a
time and place and before a person desig-
nated for the purpose by the Secretary,
shall be admitted if the evidence is other-
wise auimzLIble.

§ 290.40 Alidarits. Affidavits, if rele-
vant and material, may, in the discre-
tion of the ex:aminer, be admitted, but
the Secretary will consider the lach
of opportunity for cross-examination in
determining the weight that shall be
given to such evidence.

§ 290.41 Hearsay e0dence. Hearsay
evidence may, in the discretion of the
ezaminer, be admitted even though it
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does not come within any well-recog-
nized exception to the hearsay rule, but
the Secretary will determine what weight
shall be given to such evidence.

§ 290.42 Form of introduction of evz-
dence. The form of the introduction of
evidence shall not be a ground of object-
Ing to such evidence.

§ 290.43 Copses of exhibits. When
practicable to do so, a copy of each ex-
hibit shall be furnished to the opposing
party either before or at the time of Its
introduction.

§ 290.44 Judiczal notice. Judicial no-
tice, on request, will be taken of such
matters as are noticed by the courts of
the United States.

§ 290.45 Objection to evidence. If the
respondent objects to the admission of
any evidence offered against him or the
rejection of any evidence offered by him,
or to the limitation of the scope of any
evidence Introduced by him, he shall
state the grounds of such objection. If
the objection is overruled, he may take
an exception.

§ 290.46 Attorney representing the
Department of Health, Education, and
Welfare. At the hearing, the Secretary"
shall be represented by an attorney
designated by the General Counsel of the
Department of Health, Education, and
Welfare.

§ 290.47 Filing of briefs. At the con-
clusion of the hearing, the examiner
shall announce the period of time within
which briefs may be filed following the
receipt by the respondent of the tenta-
tive findings of fact-and the tentative
order, as set out in § 290.48.

§ 290.48 Tentative findings of fact.
The examiner,(within a reasonable time
after the conclusion of the hearing, shall
prepare tentative findings of fact and
a tentative order, which shall be served
upon the respondent or sent to him by
registered mail.

§ 290.49 Exceptions by the respond-
ent. Within 20 days after the receipt of
the tentative findings of fact and the
tentative order, the respondent, if he
Wishes to take exceptions to any matters
set out therein, shall transmit such ex-
ceptions to the General Counsel of the
Department of Health, Education, and
Welfare. At the same time, the re-
spondent shall transmit a brief state-
ment concerning each of the exceptions
to the actions of the examiner at the
hearing, as set out in §§ 290.35-290.45,
upon which he wishes to rely. If ex-
ception is taken to any proposed find-
ing of fact, reference must be made to
the pages or parts of the record relied
upon and a corrected finding of fact
must be submitted. The respondent, if
he files exceptions, shall state in writ-

ng whether he desires to make an oral
argument on the exceptions before the
Secretary.

§ 290.50 Oral argumeit before the
Secretary. In the event that an oral
argument before the Secretary is re-
quested, a date for such argument shall
be fixed by the Secretary or by the
Under Secretary, if designated to act In
his stead.

§ 290.51 Issuance of final order If
oral argument is heard in any proceed-
ing by the Secretary or Under Secretary,
the final order in the proceeding shall
be issued by the person who heard the
argument.

§ 290.52 Heanng before prosecution.
Before violation of the act is referred to
the Department of Justice for prosecu-
tion under section 5 of the Federal Ima-
port Milk Act, an opportunity to be heard
will be given to the party against whom
prosecution is under consideration.
The hearing will be private and confined
to questions of fact. The party notified
may present evidence, either oral or
written, in person or by attorney, to show
cause why he should not be prosecuted.
After a hearing is held, If it appears that
the law has been violated, the facts will
be reported to the Department of Jus-
tice.
[P. R. Dec. 55-1010: Filed, Dec. 10, 1955,

8:60 a. m.]
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